
http://ann.sagepub.com
Science 

Academy of Political and Social 
The ANNALS of the American

DOI: 10.1177/0002716203254765 
 2003; 589; 170 The ANNALS of the American Academy of Political and Social Science

Ann Oakley, Vicki Strange, Tami Toroyan, Meg Wiggins, Ian Roberts and Judith Stephenson 
 Using Random Allocation to Evaluate Social Interventions: Three Recent U.K. Examples

http://ann.sagepub.com/cgi/content/abstract/589/1/170
 The online version of this article can be found at:

 Published by:

http://www.sagepublications.com

 On behalf of:

 American Academy of Political and Social Science

 can be found at:The ANNALS of the American Academy of Political and Social Science Additional services and information for 

 http://ann.sagepub.com/cgi/alerts Email Alerts:

 http://ann.sagepub.com/subscriptions Subscriptions:

 http://www.sagepub.com/journalsReprints.navReprints: 

 http://www.sagepub.com/journalsPermissions.navPermissions: 

 http://ann.sagepub.com/cgi/content/refs/589/1/170
SAGE Journals Online and HighWire Press platforms):

 (this article cites 23 articles hosted on the Citations

 © 2003 American Academy of Political & Social Science. All rights reserved. Not for commercial use or unauthorized distribution.
 at University of Sussex Library on July 27, 2007 http://ann.sagepub.comDownloaded from 

http://www.aapss.org/
http://ann.sagepub.com/cgi/alerts
http://ann.sagepub.com/subscriptions
http://www.sagepub.com/journalsReprints.nav
http://www.sagepub.com/journalsPermissions.nav
http://ann.sagepub.com/cgi/content/refs/589/1/170
http://ann.sagepub.com


10.1177/0002716203254765 ARTICLE589SeptemberTHE ANNALS OF THE AMERICAN ACADEMYUSING RANDOM ALLOCATION TO EVALUATE SOCIAL INTERVENTIONS

Although widely accepted in medicine and health ser-
vices research, randomized controlled trials (RCTs) are
often viewed with hostility by social scientists, who cite a
variety of reasons as to why this approach to evaluation
cannot be used to research social interventions. This
article discusses the three central themes in these
debates, which are those of science, ethics, and feasibil-
ity. The article uses three recent U.K. trials of social
interventions (day care for preschool children, social
support for disadvantaged families, and peer-led sex
education for young people) to consider issues relating
to the use of random allocation for social intervention
evaluation and to suggest some practical strategies for
the successful implementation of “social” RCTs. The
article argues that the criteria of science, ethics, and fea-
sibility can and should apply to social intervention trials
in just the same way as they do to clinical trials.

Keywords: RCTs; randomized controlled trials; social
interventions; random allocation; research
methods

Aprominent theme in the current debate in
Europe and North America about evalua-

tion methodology centers on the use and misuse
of randomized controlled trials (RCTs) to assess
the effectiveness of interventions across a range
of policy and practice sectors. This debate is tak-
ing place in the context of the rise of “evidence-
informed” policy and practice that highlights the
important role in effective policy implementa-
tion of reliable answers to “what works?” ques-
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tions (Young et al. 2002). RCTs are a form of evaluation design that provides more
grounds than other approaches to evaluation for making causal inferences about
intervention impact. This is because the use of random allocation to generate unbi-
ased comparison groups ensures that any observed differences between experi-
mental and control group outcomes are likely to be due to the intervention under
test rather than to other factors (Campbell and Stanley 1966; Chalmers 1997;
Kunz, Vist, and Oxman 2003). The utility of random allocation as a device for mini-
mizing bias in creating comparison groups is the only “special claim” to be made for
it (Kleijnen et al. 1997). RCTs could thus as well be described as socially equitable
comparison tests (SECTs) (Oakley 1998).

Although widely accepted in medicine and health services research, RCTs are
often viewed with hostility by social scientists, who cite a variety of reasons as to
why this approach to evaluation either cannot or should not be used to research
social interventions (see, e.g., Greene and Kreuter 1991; Cheetham et al. 1992;
Pawson and Tilley 1997; Speller, Learmonth, and Harrison 1997). Opposition to
trials using random allocation among social scientists varies, but anecdotal evi-
dence suggests it may be especially strong in the United Kingdom and also in the
education field (Morrison 2001; Torgerson 2001; Elliott 2001; Burtless 2002;
Oakley 2003). Many U.K. policy makers share an opposition to the use of RCTs.
Three recent examples are a government tender for a major evaluation of a drug
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prevention program in English schools that outlawed the use of random assign-
ment of schools as “inappropriate” on the grounds that a “major commitment”
from schools was required to take part in the research (Home Office 2002), a ten-
der from a London charity for evaluating the effectiveness of a homelessness pre-
vention program that specified in-depth interviews with project workers as the
method to be used to determine impact (Safe in the City 2002), and the national
evaluation of a £452 million program of early intervention for young children and
their families that was funded on the basis that random allocation is not “practically
feasible” and is “politically difficult” to justify (Sure Start National Evaluation
2000, 10; Sure Start Unit 1998, 3).

Objections to RCTs for social intervention evaluation can be summarized as fol-
lows: randomized experiments oversimplify causation, cannot be carried out in
complex institutional and other settings or to test complex interventions, ignore the
role of theory in understanding intervention effectiveness, are inappropriate in cir-
cumstances where “blinding” is impossible, are politically unacceptable and too
expensive, have been tried and failed, are unethical because valued treatments are
withheld from control groups and/or experimental/quantitative research is inher-
ently exploitative, and perfectly good alternatives to RCTs that pose none of these
problems exist and should therefore be used instead.

The three central themes here are those of science, ethics, and feasibility. Much
of the objection centers on the use of random allocation per se. This article uses
three recent U.K. trials of social interventions to consider issues relating to the use
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of random allocation for social intervention evaluation, and to suggest some practi-
cal strategies for the successful implementation of “social” RCTs. The article
argues that the criteria of science, ethics, and feasibility can and should apply to
social intervention trials in just the same way as they do to clinical trials. The article
focuses specifically on the use of random allocation as a research technique rather
than on general issues concerning the use of RCTs to evaluate social interventions,
though there are clearly close links between these issues. (For relevant discussions
of the case for and against the use of RCTs for social interventions, see Oakley and
Fullerton 1996; Stephenson and Imrie 1998; Campbell et al. 2000; Cook and
Payne 2002; Sheldon and Oakley 2002.)

The Three Trials

The Hackney Daycare (HD) Study and the Social Support and Family Health
(SSFH) Study were carried out between 1998 and 2002; the Randomised Inter-
vention of Pupil Peer-Led Sex Education (RIPPLE) Study began in 1997 and follow-
up is ongoing. Table 1 shows the design of the three trials, which are described
briefly below.

The HD Study was an RCT of high-quality day care provided in an Early Years
Centre in Hackney, Northeast London. Families eligible to take part were those on
the admissions list for the Centre. The trial aimed to examine the effects of Early
Years Centre day care on a range of child, maternal and family outcomes. The trial
included an economic evaluation to assess the relative cost effectiveness of the
intervention daycare compared to other services used by control group families.
Full details of the study can be found elsewhere (Toroyan et al. 2002).

The RIPPLE Study is an RCT involving twenty-seven coeducational compre-
hensive schools in England in the evaluation of the effectiveness of peer-led sex
education. Fourteen mixed sex, nonselective state schools in England were ran-
domly assigned to implement a program of peer-led sex education provided by six-
teen- and seventeen-year-olds to thirteen- and fourteen-year-olds; and thirteen
schools acted as control schools that continued with their usual sex education. The
RIPPLE Study is designed to answer the question as to whether peer-led sex edu-
cation is effective in decreasing risky sexual behavior. The trial has two phases, with
phase 2 involving long-term follow-up looking at pregnancy and abortion data. The
study has resulted in a number of publications (see, e.g., Strange et al. 2001; For-
rest et al. 2002; Strange et al. 2002a, 2002b; Stephenson et al. forthcoming).

The SSFH Study was an RCT that aimed to measure the impact and cost-
effectiveness of two alternative strategies for providing support to mothers in dis-
advantaged inner-city areas: a program of visits from health visitors trained in sup-
portive listening or the services of local community support organizations. Mater-
nal and child health outcomes for families offered either of the support
interventions were compared with those for control women receiving standard ser-
vices only. Women living in deprived enumeration districts in the London bor-
oughs of Camden and Islington were eligible for the trial if they gave birth between
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174 TABLE 1
DESIGN OF THE HD, RIPPLE, AND SSFH STUDIES

HD Study RIPPLE Study SSFH Study

Relevant systematic
reviews

Zoritch, Roberts, and Oakley
(1998)

Oakley et al. (1995); Harden, Oakley,
and Oliver (2001); DiCenso et al.
(2002)

Hodnett and Roberts (1996); Ray
and Hodnett (2001)

Pilot study Yes Yes Previous trial piloted methods and
measures (Oakley 1992)

Intervention(s) Full- or part-time day care
places

Sixteen- and seventeen-year-olds
trained to give three sessions of
sex education to thirteen- and
fourteen year-olds

(1) Supportive health visiting,
(2) community group support
(eight groups)

Participants 1 Early Years Centre, 120
mothers, 143 children

29 schools; 8,766 students (2 cohorts) 731 families

Main outcomes Maternal employment and
psychological health, income,
child development and
behavior, health service use

Unprotected sex before age sixteen,
regretted sex, satisfaction with sex
education, use of sexual health
services (phase 1), pregnancy and
abortion (phase 2)

Child injury, maternal smoking
and psychological health, health
service use, household resources,
child health, feeding, experiences
of motherhood

Outcome assessment Parent questionnaires nine
and eighteen months
postrecruitment, pediatric
assessment at eighteen months

Student questionnaires six and
eighteen months postintervention
(phase 1); anonymized pregnancy
and abortion data (phase 2)

Parent questionnaires twelve and
eighteen months postrandomization

Process evaluation Yes Yes Yes

Economic evaluation Yes No Yes

NOTE: HD = Hackney Daycare; SSFH = Social Support and Family Health; RIPPLE = Randomised Intervention of Pupil Peer-Led Sex Education. 
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1 January and 30 September 1999. The study is described in detail in a number of
publications (Sawtell and Jones 2002; Wiggins et al. 2002; Oakley et al. forthcoming).

Getting the Science Right

All three trials were based on systematic literature reviews (see Table 1) that
suggested the interventions being tested might have positive effects, although
there was some uncertainty about this, and the effects, if any, had not been quanti-
fied in a U.K. context. The scientific argument for using a research design incorpo-
rating random assignment to intervention and control groups was thus the same
across the three trials: the need to limit bias in reaching conclusions about inter-
vention effectiveness by using a method capable of generating socially equivalent
intervention and control groups. Indeed, it can be argued that the greater the com-
plexity of the setting into which an intervention is introduced, the more need there
is to ensure that factors that may affect the outcomes of interest are equally distrib-
uted between intervention and control groups.

The three trials addressed different areas of social policy, but all were concerned
with interventions either being used or suggested as effective U.K. policy strate-
gies. The primary questions in the three trials were about effectiveness:

1. Does out-of-home day care lead to positive effects for families with young children?
2. Is peer-led sex education effective in decreasing risky sexual behavior among young

people?
3. Does social support for mothers with newborn children improve maternal and child

health outcomes?

A traditional rationale for using random allocation in trials is genuine uncer-
tainty as to the impact of the intervention(s) under test, such that a rational
informed person would have no preference between the “treatments” (Lilford and
Jackson 1995). However, such uncertainty may often coexist with “treatment” pref-
erences on the part of trial participants.

Two of the three trials discussed in this article could be considered to have ful-
filled the criterion of uncertainty: neither the evidence available about the effects
of peer-led compared with teacher-led education (the RIPPLE Study) nor about
the relative merits of different forms of family support (the SSFH Study) suggests a
clear direction for policy. The arguments for using random allocation in the HD
Study included the desirability of undertaking a rigorous evaluation of day care in a
U.K. context but also the need to quantify more precisely than do existing studies
the value of day care in improving children’s and families’ health and well-being
and the utility of random allocation as a device for distributing scarce resources
equitably (Toroyan, Roberts, and Oakley 2000; Gueron 2002, 21).

The theoretical rationales for the interventions tested in the three studies are
explored in the relevant systematic reviews (see Table 1). Within the trials them-
selves, a range of detailed data was collected to address questions about the pro-
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cesses involved in intervention implementation and illuminate causal inferences
about the relationships between intervention and outcomes. The trials were thus
designed to address “how does it work?” and/or “why does it not work?” as well as
“does it work?” questions.

A Question of Ethics?

“Ethical” objections to the use of randomization include the withholding of “val-
ued” treatments from control groups and the more diffuse view that quantitative/
experimental research is inherently exploitative (see, e.g., Rose 1994). Two of the
three trials explored these issues in pilot studies (Stephenson et al. 1998; Oakley et
al. 2002). The pilot studies also drew on the experiences and opinions of potential
participants to inform the design of the trials, the development of the interven-
tions, and the choice of outcomes to be measured. The third trial, the SSFH Study,
was preceded by a similar trial of social support in pregnancy, which acted as a
“pilot” study in developing a participant-friendly design (Oakley 1992).

None of the health service ethics committees that approved the three trials
questioned the role and value of randomization in rigorous evaluation design.
Interestingly, none raised concerns about the issue of children’s and young people’s
consent to take part in RCTs or debated the particular issues relating to randomiza-
tion and consent in trials where randomization is of “clusters” rather than of indi-
viduals (Edwards, Lilford, and Hewison 1998). The only social science institution
involved in the trials (the Institute of Education) convened a special ethics com-
mittee to discuss the RIPPLE Study as the one trial conducted in an education set-
ting. Committee members were unfamiliar with the RCT design and spent some
time debating whether it should be applied at all to educational interventions.

Feasibility: Negotiating the
Use of Random Allocation

Assent to random allocation in the three trials involved two issues: agreement to
the use of random allocation as a policy and agreement to being randomized (Table 2).

Agreement to the use of random allocation in the HD Study

Preparatory work for the HD Study involved discussions with local Early Years
service providers about the need for random allocation of day care places to best
assess effects within the context of the trial. Prevailing admissions policies for local
authority Early Years centers in the United Kingdom used a mixture of length of
time on the waiting list and “merit” or “need” to determine which families will be
offered places. Had these admissions policies routinely used random allocation,
the research challenge would have been simpler: to find one or more Early Years
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centers prepared to host the trial. Instead, the research team had to enter into
negotiation with a local Early Years service that might be prepared to change the
admissions policy in at least one of its centers for the duration of the trial. After a
number of meetings with local service representatives, it was agreed that this could
happen in the case of a newly built center that already had a substantial waiting list
of local families who wanted places for their children. The clear need to “ration”
places in the face of this demand was one factor persuading local Early Years staff of
the advantage of using random allocation; another was the fact that a key member
of the service was familiar with the evaluation literature relating to day care and
had earlier in her career worked on one of the large American studies. There was
also a degree of shared acceptance that establishing the effectiveness of day care
was a priority in the current U.K. policy context and might help to secure greater
funding for this “Cinderella” component of the education system.

The result of all these discussions was an unusually close partnership between
the research team and key service providers. This included agreement to random-
ization of places at the trial center being carried out in one of the university depart-
ments involved in the trial, a member of the research team being on the selection
panel for the new center head, and the explicit understanding that supporting the
trial was a clear part of the head’s job remit. Researchers and service providers also
collaborated to hold a public meeting for parents seeking places at the trial Early
Years Centre at which the policy of random allocation and its relationship to the
study were discussed. Some parents expressed the view that random allocation was
preferable to “people in the town hall deciding which families to give places to,”
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TABLE 2
RANDOM ALLOCATION IN THE HD, RIPPLE, AND SSFH STUDIES

HD Study RIPPLE Study SSFH Study

Unit of randomization Family School Family

Method of
randomization

Computer generated Stratification on risk
variables, computer-
generated sequence,
then coin tossed to
randomize

Computer
generated

Agreement to use of
random allocation

Early Years service
providers, head of
center

School head teachers Local health
service authority,
community groups

Consent to be
randomized

Randomization
became standard
admissions policy

School head teachers Mothers

Consent to take part
in the research

Mothers Parents, students, peer
educators, teachers

Mothers

NOTE: HD = Hackney Daycare; SSFH = Social Support and Family Health; RIPPLE = Ran-
domised Intervention of Pupil Peer-Led Sex Education.
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though some expressed suspicions that this would be a way for the local education
authority to screen out black parents. This reaction was balanced by that of some
white parents, who felt they were unlikely to be offered places because they were
white and middle-class. Such suspicions about the use of random allocation were
generally less among families that applied for places after the center had opened,
when clear guidelines as to how the new policy worked were in place.

Agreement to the use of random allocation in the RIPPLE Study

Since the RIPPLE Study was a cluster randomized trial in which schools were
the unit of randomization, the research team faced the task of explaining and justi-
fying the design of the trial to head teachers and other senior staff. Local Education
Authority school year books were used to identify potential schools. The heads of
343 schools were sent a letter of invitation to take part in the study. The letter con-
tained a description of study design, including the use of random allocation “to
avoid the possibility of bias which could affect the results of the study.” The 49
schools that responded positively were contacted for further discussion by a
researcher or by the health promotion practitioner responsible for developing the
peer-led sex intervention; 29 schools were subsequently randomized (2 dropped
out after randomization but not because they objected to their randomized status).

The popularity of peer-led methods for providing health promotion in schools
across the United Kingdom could have meant school heads being willing to enter
the trial to secure the peer-led program. At the time the trial began, the resources
needed to implement peer-led sex education were not widely available in U.K.
schools. Of the forty-nine schools that were initially positive about taking part in
the study, four withdrew because they had preferences for being assigned to the
peer-led intervention arm and one because of a preference for being assigned to
the control group. Since collection of outcome data required all schools (whether
experimental or control) to take part in a fairly demanding round of questionnaire
data collection, it was decided to increase the chances of school heads agreeing to
take part in the trial by offering control schools a monetary incentive. They
received £1,800 to be spent on anything apart from sex education.

Agreement to the use of random allocation in the SSFH Study

In the SSFH Study, the proposal to evaluate the effectiveness of supportive
health visiting worried some local service providers on a number of grounds: they
felt that implied in the trial design was the view that statutory health visitors were
not supportive, they thought that statutory health visitors working alongside the
trial health visitors might be envious of the latter’s freedom to focus exclusively on
supporting mothers, and they were concerned that the omission of clinical care
from the trial health visitors’ practice could raise ethical questions about safety.
These issues were not directly about random allocation, but implicit in all of them
was suspicion that the support health visitor (SHV) intervention the research team
wished to test should not be the subject of a trial because it was self-evidently bene-
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ficial and should become part of routine practice. Thus, a question discussed by the
research team and local health authority representatives was whether the trial
health visitors should be selected from among those already practicing in the area
and be an integral part of the local service. These discussions came at a time when
there were plans to reorganize local health visiting services in a more targeted way,
and some providers argued that the trial might serendipitously be used to evaluate
the impact of a more targeted service in which “at-risk” mothers would receive a

more intensive level of support. As in the HD Study, there was an implicit consen-
sus among local service decision makers that “hard” outcome data from the trial
(provided, of course, these favored the SHV intervention) could be used to argue
the case for improving and better resourcing routine services, and this consensus
helped to secure local service agreement to the conduct of the trial.

The outcome of these discussions was a divorce between the service and
research aspects of supportive health visiting. The trial health visitors were
recruited and employed by one of the university departments involved in the
research (though one of the trial health visitors was seconded from the local health
authority). Meetings were held with local health visitors, and letters were sent to
general practices to ensure that local practitioners knew about the trial and would
not be surprised to find “their” clients being visited by health visitors working out-
side the normal services and with a specialized, nonclinical remit.
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Objections to the use of RCTs [randomized
controlled trials] to evaluate social interventions
ignore the history of the successful conduct of
many thousands of such studies. . . . The three
examples of trials using random allocation to
evaluate social interventions discussed in this

article demonstrate that random allocation as a
research technique for social intervention
evaluation is sound on grounds of science,
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The second intervention evaluated in the SSFH Study involved the provision of
support by a number of local community groups. The issues here were different
again. Eligible groups were those in the local community that provided some form
of support for postnatal women and their babies and had secure funding for the
duration of the SSFH Study. The research team contacted local councils, the
Health Authority, the Community Health Council, and voluntary sector organiza-
tions to explain the design of the trial. In agreeing to work on the SSFH Study,
these community groups needed to understand the design of the trial, but their
agreement to the principle of random allocation was limited to accepting that the
women referred to them as part of the trial would be referred because they had
been randomized to the community group support (CGS) arm of the trial and not
for the usual reason that they needed or had requested community group support.
The women randomized to this arm of the trial were assigned to the community
groups on a pragmatic basis using information collected from the women before
randomization about their preference for type of community service (home visit,
drop in, or telephone help line), nearness to the groups, and groups’ own “case-
load” capacities.

Twenty-two local community groups providing some form of support for moth-
ers of young children were contacted. Training days were held with interested
groups so they understood the background to the trial and need for randomization.
Eight groups fitted the necessary criteria for the trial and agreed to take part. (One
subsequently withdrew before the intervention because of staff shortages and was
replaced by another group.) The groups were paid £100 per each woman referred
to them, a financial incentive offered because the research required the groups,
none of which had secure long-term funding, to collect data specially for the trial.

Feasibility: Who Consented to Be Randomized?

Some discussions of RCTs present a simple picture of the relationship between
randomization and informed consent: eligible participants are told about the trial
and invited to take part, and those agreeing are then randomized. However, in
practice, the relationship between randomization and consent is often more
complex.

In the SSFH Study, eligible women were contacted and told about the study,
and those who agreed were randomized. Out of 1,263 eligible women, 532 (42 per-
cent) refused; the main reasons for refusal were “not interested” and “too busy.”
Only 13 of the refusals were directly attributable to an unwillingness to be random-
ized. The process of explaining the study design, including randomization, was
complicated by the cultural and linguistic diversity among women eligible for the
trial: 14 percent of all the explanations were given through the medium of inter-
preters, who were themselves often unfamiliar with the key concepts (Oakley et al.
forthcoming).

The situation in the other two trials was complex in different ways. In the HD
Study, families were randomized to be offered or not to be offered places in the
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center whether or not they agreed to take part in the trial. The status of randomiza-
tion was as a normal way of allocating services, and although this policy change hap-
pened initially because of the trial, its impact on all families requesting day care
places in the center was the same irrespective of whether they were willing to take
part in the research. The informed consent procedure followed by the researcher
for families eligible to enter the study therefore entailed a careful explanation of
the difference between random allocation as the center admissions policy, on one
hand, and agreement to take part in the research, on the other. In agreeing to take
part in the research, families were not asked to agree to randomization, only to pro-
viding questionnaire and interview data and bringing their children for pediatric
examination.

There is currently a debate about whether participants in cluster RCTs need to
be informed about the trial design (Edwards, Lilford, and Hewison 1998). As
noted above, school heads gave consent to the use of randomization in the RIPPLE
trial to determine whether schools offered peer-led sex education. After random-
ization, parents were sent letters requesting consent for their children to take part
in the research activities and explaining that they would still receive sex education
even if parental consent to take part in the research was not given. The letters did
not explain the design of the study or the function of randomization within it.
Written consent was sought from the older students in the trial who delivered peer-
led sex education, and oral opt-out consent was requested from the younger stu-
dents at the time of each questionnaire survey. Students were not told about the
design of the study and were advised to leave the questionnaire blank if they did not
want to take part.

Feasibility: Doing the Randomization

Concealment of allocation sequence has been shown to be important in reduc-
ing bias in the estimation of intervention effects; foreknowledge of allocation
schedule allows researchers to influence the allocation process (Kunz, Vist, and
Oxman 2003). In the HD and SSFH Studies, the allocation sequence was com-
puter generated, and the method of “minimization” using MINIM software was
used to provide a reasonable balance by factors that might have a “confounding”
effect in explaining the impact of the intervention on outcomes (White and Freed-
man 1978). In the HD Study, these factors were size of family, lone parenthood,
and whether the family was applying for a full-fee-paying or subsidized place; in
the SSFH Study, they were housing tenure, lone parenthood, and number of chil-
dren. In both studies, randomization was done in the relevant university depart-
ment using unique identification numbers. In the HD Study, most families were
randomized at the beginning of the study when the center opened. Thereafter, ran-
domization was conducted at intervals when further places became available.
Results of the allocation sequence were sent to the center, where administrative
staff matched the identification numbers with the corresponding names and sent
letters to applicants advising them of their allocation status. Women in the SSFH
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Study were randomized the day after they were recruited and were informed in
writing or by telephone, and by an interpreter where necessary, to which group
they had been allocated.

For the twenty-nine schools that were randomized in the RIPPLE Study, infor-
mation was collected about seven factors thought to be associated with the risk of
teenage pregnancy: socioeconomic status, ethnicity, educational attainment, con-
tinuing education (staying at school after age sixteen), current school sex educa-
tion, school engagement with health promotion, and local contraceptive services.
To achieve a balance between intervention and control groups with respect to

potentially confounding factors, this information was used to construct standard-
ized “risk” variables, and schools were divided into three “risk” strata of approxi-
mately equal size. A random series of As and Bs was then computer-generated for
the twenty-nine schools, checks were carried out to ensure that A and B schools
were roughly equivalent within each stratum with respect to student numbers and
geographical distribution, and a coin was tossed to assign one group of schools to
intervention and one to control group status.

Table 3 shows the effect of random allocation on the comparability of interven-
tion and control groups in the three trials. The groups were well balanced in terms
of sociodemographic characteristics, a balance that would have been hard to
achieve using “matching” methods.

Feasibility: Responses to Randomization

“Blinding” of participants and researchers to intervention/control group status
is an important way of decreasing the chances in RCTs of bias in reaching conclu-
sions about intervention effectiveness. However, this can be more difficult in trials
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of social, as distinct from clinical, interventions. In the HD and SSFH Studies, par-
ticipants were directly informed by researchers of their group allocation; this
would in any case have been clear to them, since it would have been demonstrated
by the offer of a day care place (the HD Study) or of supportive health visiting or
community group support (the SSFH Study). In the RIPPLE Study, participating
schools and teachers were aware of study status, but the students receiving sex edu-
cation and their parents were not (see below). All three trials used self-adminis-
tered questionnaires as the main method of collecting outcome data, thus reducing
the possibility of bias due to assessors being aware of allocation status.

Table 4 shows response rates from intervention and control groups in the three
trials. In the HD Study, the only notable difference is the proportion of children
completing the final pediatric assessment, which was lower in the control group (84
versus 95 percent). In the RIPPLE Study, questionnaire completion rates became
progressively lower among control group students, with 68 percent of intervention
and 47 percent of control students agreeing to provide their names and addresses
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TABLE 3
COMPARABILITY OF INTERVENTION AND CONTROL GROUPS ACHIEVED

BY RANDOM ALLOCATION IN THE HD, RIPPLE, AND SSFH STUDIES

Intervention(s) Control

HD Study
Mothers randomizeda 51 69
Total weekly household income ≤ £200 26/45 (58%) 35/56 (62%)
Lone parent 24/47 (51%) 25/59 (42%)
Smoker 10/48 (21%) 15/61 (25%)
Mean (SD) age (years) 31.4 (6.1) 32.3 (5.4)

RIPPLE Study
Schools randomized 14 13
Students in each arm 4,837 4,671
Tenure—non-owner-occupied accommodation 1,016/3,857 (26%) 1,127/3,679 (31%)
Dislike school 873/4,490 (19%) 812/4,195 (19%)
Experienced heterosexual intercourse 294/4,391 (7%) 272/4,085 (7%)

HV Intervention CG Intervention Control

SSFH Study
Mothers randomized 183 184 364
Total weekly household

income ≤ £200 90/183 (56%) 95/184 (56%) 169/364 (54%)
Lone parent 53/183 (29%) 47/184 (26%) 89/364 (25%)
Smoker 42/183 (23%) 55/184 (30%) 95/364 (26%)
Mean (SD) age (years) 29.5 (5.9) 29.7 (5.9) 29.6(5.8)

NOTE: HD = Hackney Daycare; SSFH = Social Support and Family Health; RIPPLE = Ran-
domised Intervention of Pupil Peer-Led Sex Education; HV = health visitor; CG = community
group.
a. The intervention to control ratio varied between 1:1 and 1:2 according to the availability of
places at the center.
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for further follow-up at age eighteen. Most of this difference was due to one control
school that withdrew from the study in 1998 following complaints from a small
number of parents about some of the questions in the questionnaire. In this school,
no questionnaires were completed by students in the second cohort at the first fol-
low-up or by both cohorts at the second. In the SSFH Study, questionnaire com-
pletion rates were similar across the groups.

Lower response rates from control group participants may be due to the disen-
gagement felt by control group participants who feel deprived of a valued service.
However, because of the place of random allocation in study design, only in the
SSFH Study would this have been an individual response based on information
about the aims and design of the trial, and in this study, response rates were similar.
In the HD Study, the lower proportion of control group children having the final
pediatric assessment may have reflected parental disappointment at not being
offered places at the study Early Years Centre. Differential response rates in the
RIPPLE Study are unlikely to reflect students’ feelings about group allocation, as
they were not informed that the research study in which they were taking part was
an RCT. However, teachers in this study may have had some influence: researcher
field notes indicate the existence of teacher preferences in twenty-three schools,
with most of these (fifteen) for peer-led sex education. Alternative (or additional)
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TABLE 4
INTERVENTION AND CONTROL GROUP RESPONSES

IN THE HD, RIPPLE, AND SSFH STUDIES

Intervention Group(s) Control Group

HD Study
Completed nine-month questionnaire 47/51 (92%) 64/69 (93%)
Completed eighteen-month questionnaire 49/51 (96%) 65/69 (94%)
Children completed eighteen-month

pediatric assessment 61/64 (95%) 66/79 (84%)
RIPPLE Study

Withdrawn from study by parent 112/4,949 (2.3%) 71/4,742 (1.5%)
Completed baseline questionnaires 4,516 (93%) 4,250 (91%)
Completed first follow-up 4,211 (87%) 3,559 (76%)
Completed second follow-up 3,736 (77%) 2,920 (63%)
Consent to third follow-up 3,301/4,837 (68%) 2,211/4,671 (47%)
Staff interviews 25 (14 schools) 18 (12 schools)

HV Intervention CG Intervention
Group Group Control Group

Completed twelve-month
questionnaire 165/183 (90%) 164/184 (89%) 328/364 (90%)

Completed eighteen-month
questionnaire 146/183 (80%) 157/184 (85%) 298/364 (82%)

NOTE: HD = Hackney Daycare; SSFH = Social Support and Family Health; RIPPLE = Ran-
domised Intervention of Pupil Peer-Led Sex Education; HV = health visitor; CG = community
group.
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hypotheses, which apply across the three trials, are that participants in the experi-
mental groups felt more involved in the research because they liked the interven-
tions, had more contact with the researchers, and took part in more research activi-
ties (see, e.g., Forrest et al. 2002).

Discussion

Objections to the use of RCTs to evaluate social interventions ignore the history
of the successful conduct of many thousands of such studies (see, e.g., Boruch
1997; Oakley 2000; Petrosino et al. 2000; Oliver and Peersman 2001; Mosteller and
Boruch 2002). The three examples of trials using random allocation to evaluate
social interventions discussed in this article demonstrate that random allocation as
a research technique for social intervention evaluation is sound on grounds of sci-
ence, ethical acceptability, and feasibility.

Random allocation was generally acceptable to service providers and members
of the “lay” public in the areas researched in the three trials discussed in this article.
Indeed, we found much less resistance among practitioners—teachers, local
health and education authority staff, community organizations, health visitors—
than among some of our academic social science colleagues. The popularity of ran-
dom allocation among some service providers is indicated by the center head in the
HD Study deciding after the research had ended to continue using it as the basis
for the center’s admissions policy.

The RIPPLE Study raised considerable issues about the ethics of “guardian-
ship” in cluster trials: who provides consent, and are they aware of their guardian-
ship role? These issues are generally poorly addressed both in the methods litera-
ture and in practice (Edwards, Lilford, and Hewison 1998). Even more rarely
considered is a question we have not discussed in this article, which is the presump-
tion that randomizing families is a form of individual, rather than cluster, random-
ization. In the HD and SSFH studies, consent to being randomized was given by
parents, usually mothers, but outcome data were collected on fathers and all the
young children in the family.

Experience in conducting the three trials suggests that certain strategies may be
key to the successful implementation of studies using random allocation in social
settings. These include designing research so that it

1. addresses an important policy or practice question, which is considered a priority issue by
trial participants;

2. has a clear scientific and policy rationale for using random allocation;
3. allows enough time for detailed discussions with the stakeholder groups that need to

“sign” up to random allocation and is sensitive to stakeholder perspectives;
4. includes the careful piloting of recruitment and informed consent procedures and ways of

explaining RCT design; and
5. gives particular consideration to the position of control groups, including how best to

encourage them to feel that it is worthwhile to make an active contribution to the
research.
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The latter three strategies clearly also imply the need for adequate resourcing of
development time in setting up such studies.

Some of these issues are raised in a paper by Conner (1977) discussing the use of
random allocation in twelve projects in the health, education, and law sectors. For
example, in six of the nine projects in which the RCT design was considered to have
been implemented successfully, designers paid attention to developing methods
for the careful explanation of study design to potential participants. Increasing
attention is now being paid more generally to the need for consultation and piloting
in the development phase of RCTs (see, e.g., Koops and Lindley 2002). Other
issues discussed in this article, for instance, the need for tight control of the ran-
domization process, are also echoed in Conner’s analysis. This prompts the sugges-
tion that the effort put into developing “how to do it” guidelines for clinical trials
(see, e.g., Prescott et al. 1999; Berge and Sandercock 2002) could sensibly be
matched by a similar effort in the social intervention field. Conversely, the lessons
we draw in this article about how most successfully to implement social interven-
tion trials probably apply to most RCTs.

The three trials discussed in this article were all carried out by multidisciplinary
research teams. Experience in setting up the three trials highlighted questions
about the “double standard” that requires that medical researchers put their proto-
cols through ethics committees, whereas social science researchers are not subject
to the same stipulation. Moreover, health services research ethics committees are
not necessarily well informed about issues relating to the use of RCTs for social
intervention evaluation or about the conduct of research in settings such as schools
and communities.

Conclusion

Practical examples of how evaluations using random allocation can be done in a
real-world policy and practice context may be useful in contesting the opposition to
this method prevailing in many government and academic circles today. The exam-
ples discussed in this article add to the call made elsewhere for researchers to give
up their ideological and disciplinary adherence to particular methodological “para-
digms” in favor of a more pragmatic concern with the capacities of science, includ-
ing social science, to contribute to evidence-informed public policy.
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