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ABSTRACT

Both practice and outcomes data sets are integral to any randomised controlled trial (RCT) design and should be collected both
before and after the intervention has been implemented to understand if a change has occurred as a result of the intervention.
However, it is not unusual for only outcomes data to be collected. In this paper a mixed methods descriptive study, which was
a discrete part of a moisturising RCT, is used to demonstrate the importance of collecting pre- and post-intervention practice
data. This paper demonstrates how the descriptive study aimed to enhance the researchers’ understanding of the outcomes
of the moisturising RCT by determining how practice changed within the facilities in each arm of the study. In summary, this
study was designed to ensure the results from the moisturising RCT could be accurately interpreted and it was a critical, but

independent component of the moisturising study.

Keywords: Pre-post intervention data; randomised controlled trial; skin tears; skin moisturising.

INTRODUCTION

Goodman and Gilchrest' define a randomised controlled
trial (RCT) as “a full experimental test of a treatment or
intervention that involves random allocation to treatment/
intervention or control groups (or to treatment in different
orders), ideally using methods that ‘blind’ the allocation
to those involved in the study. RCTs usually involve a
large and heterogeneous sample of participants, recruited
from multiple, geographically scattered sites to ensure that
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the results are not specific to a single setting” (p. 251).
Although often considered the “gold standard” of research
methodologies to ascertain if an intervention is effective and
safe or not?, the design and reporting of RCTs has not always
been optimal®.

There are two main types of RCT: “explanatory” RCTs, which
focus on internal validity, ensuring interventions work in a
controlled environment; and “pragmatic” RCTs, which have
more emphasis on a treatment working in the real clinical
world*. It would seem more advantageous to study an
intervention in a more realistic environment® mainly because
if it is applicable to the real world, it negates the need for
further validation, thus reducing both costs and resources.

An important component of any RCT design is the
randomisation of subjects and this can occur in a number of
ways. As this study was conducted across many sites and
involved multiple staff, a cluster randomisation design was
chosen. Cluster randomisation is when groups of individuals
are randomly allocated to the intervention or control arm of a
study rather than individuals, thus the group or cluster is the
unit of allocation®.

Cluster randomisation is designed to reduce contamination
bias* and in this particular study what this meant was that
each of the 12 residential sites participating in the RCT
was designated as either a treatment or control site’. The
intervention consisted of a twice-daily application of a
commercially available, standardised pH-neutral, perfume-
free moisturiser on residents’ extremities, whereas the control
group had an ad hoc or non-standardised skin-moisturising
regimen. To ensure consistency in the skin-moisturising
regime, entire sites were allocated to the intervention rather
than individual residents.
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The need to describe practice at baseline and follow-up

Although no literature was found around this topic, baseline
data collection is essential to help understand if a change
has occurred as a result of the intervention and therefore
collecting this data (pre-intervention) as well as outcome
data (post-intervention) is an integral part of any RCT
design. Also one needs to know if the intervention had
been delivered as intended, to ensure trial outcomes can be
correctly attributed. In the case of the moisturising RCT, the
outcome measure was the incidence in skin tears during the
intervention period. If a difference was found in the incidence
between the control and intervention groups but no change
in moisturising practice occurred, it would not be possible
to attribute any positive outcomes to the moisturising
intervention. More specifically, if the practice of moisturising
was already occurring, results could not be attributed to a
change in practice. So, this study was designed to determine
what “usual” skin moisturising practice was within the
facilities in each arm of the RCT, both before and after the
intervention, to enhance the researcher’s understanding of
the outcomes of the study.

Skin tears

Payne and Martin® describe a skin tear as “a traumatic
wound occurring principally on the extremities of older
adults as a result of friction alone or shearing and friction
forces which separate the epidermis from the dermis (partial
thickness wound) or which separates both the epidermis
and the dermis from underlying structures (full thickness
wounds)”8r-20_ Although predominantly found in older adults,
skin tears can also develop in newborn infants due to
physical characteristics associated with immature skin® and
at the end of life as a consequence of chronic illness or
multiple co-morbidities, regardless of age'®. However, it is
generally agreed that because of the degenerative effects of
ageing on the skin and prolonged contact to harmful external
elements, skin tears are much more of a risk for older people,
particularly those over 80 years of age'".

The prevalence of skin tears in residential aged care facilities
in Australia ranges between 10% and 20%'>'® and although
initially appearing as a small, simple wound, skin tears
can develop into complex, chronic wounds'™. Morbidity
and mortality risks can increase if complications such as
infection or compromised vascular status occur'®. For all
these reasons there is an emotional and physical cost to
the individual and their family as well as a financial cost for
the facility®'"'®'7. There is little evidence identifying cost-
effective prevention or treatment strategies for skin tears'”
but anecdotally moisturising is thought to be a simple
method of assisting the skin to rehydrate and retain water,
making it less likely to split'®. To assess the effectiveness of
moisturising as a preventative strategy, a pragmatic cluster
RCT of twice-daily moisturising was undertaken among the
residents of 12 residential aged care facilities in Western
Australia’. This paper explores moisturising practices before
and after the intervention.

METHOD
Study aim

To determine whether a skin moisturising intervention in a
pragmatic cluster RCT in 12 residential aged care facilities
was implemented according to the protocol and if there was
evidence of contamination in the control sites.

Study design

A mixed methods descriptive study designed to identify
“usual” moisturising practice pre- and post-intervention in
both the control and intervention facilities.

Carers (non-nursing staff employed by the residential
aged care facility) were surveyed and site managers were
interviewed. The site managers also provided electronic
documentary evidence of skin moisturising practice.

Hotopf remarked that “usual care is a difficult term to define
because it will depend heavily on the knowledge, skills and
resources of the health care professionals delivering it”5-329),
The perspective of both the carers and site managers was,
therefore, important to consider as carers were primarily
responsible for implementing any skin care regime, whereas
site managers were responsible for defining and managing
the implementation of any skin moisturising protocol.

Study sample

The survey sample size was decided in consultation with
the aged care organisation and with respect to time and
budget constraints. It was expected that the sample would
make up approximately 20% of the total number of carers
employed at that time. A convenience sample of one
manager and a minimum of five carers from each of the 12
residential facilities in the RCT — six intervention facilities
and six control facilities — was selected. In the RCT?, 14
sites were described rather than 12. However, in this study
the same site manager oversaw both areas, resulting in only
12 interviews at 12 sites.

Sample recruitment

Recruitment occurred during site visits pre-intervention from
May to June 2011, the intervention was then introduced
in October 2011 until March 2012 and subsequent post-
intervention recruitment followed from March to April 2012.
Site visits were planned in consultation with the aged care
organisation and consideration was given to minimising
disruption by avoiding visits during other planned events,
such as internal audit or accreditation as well as not during
busy times of day such as meal times or during residents’
personal care.

After introducing herself to the site manager, the researcher
would wait in the staff tea room and approach carers
individually and after confirming their roles, explain the
requirements of the survey and give them the information
sheet to read. Once they had been given time to ask
questions about the study, they were asked to complete
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Table 1: Moisturising frequency by group (multi-response

answers)
Once a day 67% (n=29) 58.5% (n=24)
Twice a day 28% (n=12) 34% (n=14)
Weekly 2% (n=1) 0
When resident asks 16% (n=7) 29% (n=12)
When skin looks dry 33% (n=14) 27% (n=11)
Other? 9% (n=4) 2% (n=1)

aOther: per shift x 1, on ADL sheet x 1, if resident allows x 1,
stated on profile x 1, when needed x 1.

Note: Chi-square test calculated combining values for “weekly”
and “once a day* and omitting “other”, did not indicate a
statistically significant difference between groups (x?(2, n=99) =
2.13, P=0.35).

the anonymous questionnaire at that time. Completion and
return of the questionnaire was taken to indicate the carer
had consented to take part in the study.

Site manager interviews were arranged to coincide with
the researcher’s scheduled site visits. Like the carers, site
managers were given an information sheet to read and
time to ask questions. Because the interview was being
digitally recorded, a consent form was also signed before the
interview commenced.

Data collection

Site visits were randomly assigned to either mornings or
afternoons to ensure the sample recruited to complete the
questionnaire included carers from both shifts. Pre- and
post-intervention data collection was conducted by just one
researcher who followed the same process each time. The
researcher was blind as regarding the allocation of sites to
intervention or control as this is considered best practice in
an RCT'31°,

Carer survey

Once recruited, carers were asked to complete the
questionnaire immediately and independently; and to only
ask the researcher (that is, not the other carers) if any
clarification was required. Carers were also asked to put the
completed questionnaire in the collection box as soon as
they had completed it, to maximise the response rate. The
box being closed ensured that carers could not read other
people’s responses and to encourage full disclosure.

Site manager interviews

Each interview was held in a suitable room (usually the site
manager’s office) and consisted of semi-structured questions
about current moisturising practice at their site. After the
interview was completed, the site manager was asked for

Table 2: Brand of moisturiser used by group (free text response)

Sorbolene 62% (n=23) 69% (n=24)
Abena 27% (n=10) 14% (n=5)
Resident’s own choice 8% (n=3) 14% (n=5)
Any other/equivalent 8% (n=3) 17% (n=6)
Prescribed creams 5% (n=2) 9% (n=3)
Melalind® 3% (n=1) 3% (n=1)

Note: Chi-square test calculated comparing Sorbolene with
Abena did not indicate a statistically significant difference
(x2 (1, n=62) = 1.44, P=0.23).

documentary evidence of the skin moisturising practice that
they had described as happening within their institution, such
as electronic skin care plans and treatment sheets dated and
signed.

Carer survey tool

The questionnaire was based upon tools previously used in
another wound study?’, its purpose being to elicit data about:
the carer, their training related to skin care and the “usual” skin
moisturising practice at their site. Designed to be succinct,
the questionnaire mainly comprised closed questions with
predetermined response categories. Discussions with the
clinical nurse consultant at the residential organisation
during the development of the questionnaire ensured content
validity. Minor refinements were made to the carer survey tool
pre- and post-intervention, but none affected its essential
content.

Site manager interview guide

The interview guide was designed by the authors and had
previously been found to elicit detailed information (in an
unpublished study) about whether pressure injury protocols
had been adhered to in a residential setting. Open-ended
questions were usedto clarify and encourage further disclosure
during the interview around site managers’ expectations of
staff with regard to carers’ moisturising practice of residents’
skin, communication of these expectations, monitoring and
management of moisturising practice, if any related training
was occurring, and whether they believed these expectations
were being met by the carers. Post-intervention there was
no change to the interview guide other than asking the site
managers if they had been previously interviewed.

Statistical analysis

The survey responses were data entered and analysed
descriptively using the Statistical Package for Social Sciences
(SPSS version 18). Pre- and post-intervention data were
analysed separately and then compared for both intervention
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and control groups. As all data were categorical, only non-
parametric statistics were used to assess the differences
between groups. Statistical significance was assessed using
a Chi-square or Fisher’'s exact test, as appropriate, with
statistical significance being determined at p<0.05.

The audio-taped interviews were transcribed by the researcher
and open-ended responses summarised for each of the
different aspects of practice. The data from the interviews
and surveys were then considered together to construct a
complete picture of “usual” skin moisturising practice.

Ethics approval

The research plan and associated documentation were
submitted to, and approved by, the Human Research Ethics
Committee (HREC) at the university that had auspiced the
RCT. Additionally, the aged care organisation granted ethics
and research approval to undertake the study across their
12 sites.

RESULTS

The pre- and post-intervention carer survey results for the
control and intervention groups were supplemented by
findings from the site manager interviews and any electronic
documentation observed during the site manager interview.

Informants (carers and site managers)

Eighty-five carers completed the survey pre-intervention: 44
from control facilities, and 41 from intervention facilities. This
constituted 18% (n=85/474) of the total number of carers
employed at that time. Post-intervention there were 104
respondents, 59 carers from control and 45 from intervention
sites. This constituted 20% (n=104/515) of the total number
of carers employed at that time.

Of the 104 carers that completed surveys post-intervention,
18% (n=19) had also completed the survey pre-intervention.
By group, the number of carers completing the survey twice
was very even, 10 control and nine intervention. All 12 site
managers were interviewed both pre- and post-intervention,
six each from the control and intervention sites. During
the interviews it was ascertained that 67% (n=8/12) of site
managers were interviewed pre-intervention as well as
post-intervention. Of these, 37.5% (n=3/8) were control, and
62.5% (n=5/8) were intervention.

Pre-intervention
Frequency of moisturising

Carer survey responses to this question are provided in
Table 1 and indicate there was no “usual” practice. The most
common response in both intervention and control sites
was “once a day”, followed by “twice a day” and “when the
skin looks dry”. The largest difference between the groups
was in the proportions of carers who responded “when
resident asks”, 16% (n=7) in control sites and 29% (n=12) in
intervention sites, but overall the pattern between sites was
not statistically significant.

Table 3: Moisturising frequency by group (multi-response
answers)

0 4

Once a day 56% (n=33) 18% (n=8)
Twice a day 46% (n=27) 78% (n=35)
Weekly 0 0

When resident asks 41% (n=24) 58% (n=26)

When skin looks dry 47% (n=28) 62% (n=28)

2% (n=1)

Other? 0

2 Other: don’t know

Note: Chi-square test indicated a statistically significantly
difference between groups when calculated omitting missing
values and “other” (x? (3, n=209) =15.36, p=0.00).

The majority of site managers, 75% (n=9), also indicated that
there was no normative moisturising practice at their site.
This was the case for both groups of facilities: 67% (4/6) of
managers in control sites and 83% (n=5/6) in intervention
sites. Three of the site managers did say that was “usual”
practice in their site to moisturise “twice a day”. The survey
responses did not, however, support this as only three of
the 12 control carers and five of the eight intervention carers
responded this way.

Brand of moisturiser used

Survey responses from carers also showed no “usual”
moisturising practice across sites in relation to which
moisturiser was used. Of the 72 carers who responded,
similar proportions in each group used Sorbolene, with the
second most commonly identified moisturiser being Abena
(Table 2). Site manager interview responses also indicated
that various brands of moisturiser were being used.

Post-intervention
Frequency of moisturising

Differences between control and intervention sites in the
frequency with which residents’ skin was moisturised were
found post-intervention (Table 3). Overall, the carers’ most
common response was that moisturising was occurring
“twice a day”. The proportion of carers giving this response
in the intervention group was substantially larger than in the
control group and the reverse was true for the response
“once a day”.

Site managers’ comments also indicated that moisturising
practice now varied between sites, with 58% (n=7) saying
that moisturising occurred “twice a day”, six who managed
intervention sites and one a control site. Managers at two
other control sites said their practice was to moisturise
residents after an assessment of their skin had shown it is
required.
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Table 4: Moisturising frequency pre- and post-intervention in
control group (multi-response answers)

Control

Pre-

intervention

n= 44

Post-
intervention

n=59

Once a day 67% (n=29) 56% (n=33)
Twice a day 28% (n=12) 46% (n=27)
Weekly 2% (n=1) 0

When resident asks 16% (n=7) 41% (n=24)

When skin looks dry

33% (n=14)

47.5% (n=28)

Other?

9% (n=4)

0

Table 5: Moisturising frequency pre- and post-intervention in
intervention group (multi-response answers)

Pre- Post-
Intervention intervention intervention
n=41 n=45
Once a day 58.5% (n=24) 18% (n=8)
Twice a day 34% (n=14) 78% (n=35)
Weekly 0 0

When resident asks

29% (n=12)

58% (n=26)

When skin looks dry

27% (n=11)

62% (n=28)

Other?

2% (n=1)

2% (n=1)

aQther: per shift x 1, on ADL sheet x 1, if resident allows x 1,
stated on profile x 1.

Note: Chi-square test calculated combining “weekly” and “once
a day” and omitting missing values indicated no statistically
significant difference between groups (x? (3, n=175) = 6.71,
P=0.08).

The remaining three control site managers indicated that
either there was no “usual” practice at their respective sites
or they were not aware of it.

Table 4 shows that in control groups, the proportion of carer
responses “once a day” 56% (n=33) was smaller post-
intervention and that of “twice a day” 46% (n=27) was larger.
The size of these changes was, however, not statistically
significant.

Among the intervention sites the changes in proportions
of carer responses for all categories were larger than the
changes for the control sites and these changes were
significantly different (x33, n=159) =22.54, P=0.00). The
proportion of carers responding “once a day” 18% (n=8)
reduced more than twofold and the proportion answering
“twice a day” 78% (n=35) more than doubled. These
differences were reflected by the site manager responses.

Brand of moisturiser used

Table 6 shows that the majority of carers said they used
Abena, with the proportion being significantly larger in
intervention sites 91% (n=41) than control sites 34% (n=20).
Sorbolene was the second most commonly used moisturiser
34% (n=40) in control sites and 18% (n=8) in intervention
sites. When comparing Sorbolene with Abena there was
a statistically significant difference (x> (1, n=109) =27.74,
P=0.00).

Consistent with carer responses, all six group intervention site
managers said Abena was the moisturiser most commonly
used. All the control site managers, on the other hand, said
residents’ preferences guided the brand of moisturiser used.

The remaining control site manager did not know which
moisturiser was used.

@ Other: when needed x 1 and don’t know x 1.

Note: Chi-square test calculated omitting missing values and
“other”, indicated a statistically significant difference between
groups (X2 (3, n=159) =22.54, P=0.00).

DISCUSSION

This study aimed to determine whether a skin moisturising
intervention using an RCT in residential aged care facilities
was implemented according to protocol. It also aimed to
identify whether there was any contamination, that is, did
skin care practice in the control site also change in any
way to reflect the new regime in the intervention sites. The
intervention regimen consisted of twice-daily moisturising of
all participating residents at all six intervention sites with a
standardised pH-neutral, perfume-free, moisturising lotion,
Abena’.

To achieve these aims, “usual” skin moisturising practice was
determined pre- and post-intervention and any differences
in moisturising practice between these two time points
identified.

The pre-intervention results indicated that there was no
“usual” moisturising practice in the study sites prior to
the RCT, while the post-intervention results showed the
most common practice in the intervention sites was twice-
daily moisturising with Abena cream. This indicated that
the intervention had been implemented as per protocol
and a change in practice had occurred. The results also
showed that contamination had not occurred between the
intervention and control groups because there were no
marked changes in moisturising practice in the control sites.
Importantly, this meant that the reduced incidence of skin
tears of almost 50%, found in the intervention arm of the
RCT” could with reasonable confidence be attributed to
twice-daily skin moisturising.

Although the “cluster” randomisation in the moisturising
RCT was a strategy to reduce contamination, contamination
was still possible*. It was, therefore, important to determine
whether contamination had occurred.

11
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Table 6: Brand of moisturiser used by group (free text response)

Intervention
n=59 n=45

Control

Moisturiser

Sorbolene 68% (n=40) 18% (n=8)
Abena 34% (n=20) 91% (n=41)
Any other/equivalent™ 15% (n=9) 2% (n=1)
Resident’s own choice 7% (n=4) 0
Not sure 3% (n=2) 2% (n=1)

Note: Chi-square test when calculated comparing Sorbolene
with Abena only indicated a statistically significant difference
(2 (1, n=109) =27.74, P=0.00).

As indicated by both manager and carers there was one
intervention site where even before the intervention it was
“usual” practice to moisturise “twice a day”. Should the
RCT have compared pre- and post-intervention skin tear
incidence, that one intervention site was already moisturising
would have been an issue, as any reduction in skin tear
incidence at that site could not have been attributed to
the introduction of the intervention. However, as the RCT
compared the incidence rates of the control and intervention
groups during the intervention period the fact that one
intervention site was following the intervention protocol
before the trial was not an issue.

It is the reality of “pragmatic” RCTs that idiosyncrasies occur
and as long as they are identified and accounted for results
are not confounded*. Research conducted in a more realistic
environment is preferable to studies conducted in an artificial
context as the latter fail to identify if the treatment under
review can be applied in real clinical practice®. In the present
study one site already moisturising “twice a day” at baseline,
whilst not ideal, was not an issue as described above, but
if the study design had been different this awareness would
have allowed the researchers to make methodological
adjustments.

Study limitations

Using a questionnaire and interviews rather than direct
observation could have been considered a limitation as both
carers and managers may have reported what they thought
they should be doing rather than what was actually being
done. To reduce the likelihood of this, documentation was
also consulted.

Further research and implications for practice

Some carers and family members reported that they felt
applying moisturiser to residents’ skin was an emotional
interaction as “touch” appeared to comfort and support
residents who they could not always communicate with
in other ways. Further research is needed to investigate
whether moisturising has psychosocial benefits in addition
to its effectiveness in skin tear prevention.

CONCLUSION

Pragmatic RCTs are considered the “gold standard” for
evaluating the effectiveness of new treatments. Within these
trials, to ensure results are attributed correctly, it is essential
to define baseline or “usual” practice in order to be able to
identify whether practice has changed, in the way intended,
during the trial.

The aim of the study was to describe “usual” moisturising
practice for skin tear prevention both before and after a
moisturising RCT had been implemented across multiple sites
of a residential aged care organisation in Western Australia.
This study, therefore, formed a critical but independent part
of the moisturising study.

Little evidence of there being “usual” skin moisturising
practice was found pre-intervention in either intervention or
control sites. Post-intervention, practice remained ad hoc in
the control sites, whereas a significant change in practice,
which matched the intervention protocol, had occurred in the
intervention sites.

Thus, the intervention could be seen to have been successfully
implemented and contamination of the control sites had not
occurred. This finding is important as it provides some
certainty that the lower skin tear incidence found in the
intervention group in the RCT of almost 50%" could be
directly attributed to implementation of the moisturising
practice protocol.
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