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Abstract

Background: The review of human participant research by Research Ethics Committees (RECs) or Institutional
Review Boards (IRBs) is a complex multi-faceted process that cannot be reduced to an algorithm. However, this
does not give RECs/ IRBs permission to be inconsistent in their specific requirements to researchers or in their final
opinions. In England the Health Research Authority (HRA) coordinates 67 committees, and has adopted a consistency
improvement plan including a process called “Shared Ethical Debate” (ShED) where multiple committees review the
same project. Committee reviews are compared for consistency by analysing the resulting minutes.

Methods: We present a description of the ShED process. We report an analysis of minutes created by research ethics
committees participating in two ShED exercises, and compare them to minutes produced in a published “mystery
shopper” exercise. We propose a consistency score by defining top themes for each exercise, and calculating the ratio
between top themes and total themes identified by each committee for each ShED exercise.

Results: Our analysis highlights qualitative differences between the ShED 19, ShED 20 and “mystery shopper” exercises.
The quantitative measure of consistency showed only one committee across the three exercises with more than half
its total themes as top themes (ratio of 0.6). The average consistency scores for the three exercises were 0.23 (ShED19),
0.35 (ShED20) and 0.32 (mystery shopper). There is a statistically significant difference between the ShED 19 exercise,

and the ShED 20 and mystery shopper exercises.

Conclusions: ShED exercises are effective in identifying inconsistency between ethics committees and we describe a
scoring method that could be used to quantify this. However, whilst a level of inconsistency is probably inevitable in
research ethics committee reviews, studies must move beyond the ShED methodology to understand why
inconsistency occurs, and what an acceptable level of inconsistency might be.

Keywords: Research ethics committees, Consistency, Quality, Variation, Research

Background

Research ethics committees (RECs) have two main aims:
1) to protect the rights, safety, dignity and well-being of
research participants; and 2) to facilitate and promote eth-
ical research that is of potential benefit to participants, sci-
ence and society. [1] However, a number of empirical
studies have shown that Research Ethics Committees (and
Institutional Review Boards (IRBs)) are inconsistent in
how they go about achieving these aims [2—8]. Along with
being ethically concerning (by potentially leading to the
unequal treatment of participants in studies) inconsistency
is problematic in larger administrations with multiple
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ethics committees because researchers are quick to com-
plain if they receive inconsistent treatment or perceive
their projects being delayed for arbitrary reasons [9]. Ad-
ministrative bodies have drawn upon previous experience
in ethics review to produce standard operating proce-
dures, checklists and guidance to help committees identify
and deal consistently with common issues [10]. The gen-
eral success of such guidance has led some to suggest that
the proper role for a REC is to ensure administrative
“code-consistency” [11], and that broader or more abstract
ethical issues may be too difficult to be addressed by
RECs. Whilst we agree that code consistency is certainly
easier to address, we believe that ethics committees neces-
sarily discover and grapple with more abstract ethical
problems as they review new research that pushes the
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boundaries of knowledge. Whilst a certain level of incon-
sistency might be expected within any process relying
upon discourse ethics, the challenge is to measure incon-
sistency, understand why it occurs, and then determine
what level is acceptable.

The main practical task of a research ethics committee
is to review written experimental protocols, often in the
form of ethics application forms. After deliberation
within the committee a decision is provided, and al-
though the language used in different systems can vary,
decisions are normally in the form of a direct
“favourable”, “unfavourable”, or more commonly a
“provisional” opinion accompanied by a list of concerns
detailing changes required before a final ethics opinion
can be granted. A number of previous studies have
shown that ethics committees are relatively consistent in
the final opinions they give, but are often inconsistent in
the reasons given for their opinion [2, 3, 5, 6]. In cases
of provisional opinions this is an annoyance to the re-
searchers who may experience similar protocols being
altered in seemingly arbitrary ways. In cases of unfavour-
able opinions this is ethically problematic as it suggests
committees often do not have clear reasons why they are
concerned about projects, perhaps acting on intuition
[6] rather than a common set of ethical principles. This
issue is also a concern to administrative authorities over-
seeing ethics committees who feel a practical obligation
to ensure that decisions are as consistent as possible
across their many committees.

In England 67 RECs are overseen by the Health Re-
search Authority (HRA) who provide an administrative
structure for research ethics review of projects con-
ducted in the National Health Service, in adult social
care, or subject to certain legislation. The governance
[12] and practical arrangements [13] for HRA RECs are
described in detail and freely available online. Briefly,
committees consist of up to eighteen members including
both expert (professionally involved in medicine or med-
ical research) and lay members. Committees meet once
a month and consider approximately 6 studies in a four-
hour meeting. Research teams are invited to answer
questions from the ethics committee, and minutes sum-
marising the discussion and listing the points that need
addressing by the researchers are taken by a HRA “REC
manager” who composes letters to the researchers based
on these minutes, and handles further correspondence
in liaison with the REC chair. A “proportionate review”
process also exists for less contentious studies, but this
is not the focus of this paper. In order to promote
consistency, the HRA has developed review and minute
taking templates to try and direct committees’ focus to-
wards the main ethical issues that might arise in any
given project. This involved the refinement of ten ethical
“review domains” that a committee needs to consider
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when reviewing a study (Table 1) [14]. The process has
been particularly important to promote consistency in
the case of studies that fall under certain UK or Euro-
pean legislation that have statutory requirements for re-
view (e.g. EU clinical trial regulations or the UK Human
Tissue Act amongst others).

Pre-dating the review templates, the HRA has also run
shared ethical debate (ShED) exercises a few times each
year. This process originally started as a single-issue eth-
ical debate where committees were asked to consider a
specific ethical question, but has since evolved into a
more complex process. The most recent ShEDs have
consisted of gaining permission from researchers to cir-
culate real applications (that have already been through
the system and gained a final opinion) to around twenty
committees. Participating RECs are encouraged to re-
view the study at their meeting and then send a copy of
their minutes containing their decision to the ShED co-
ordinator to perform a basic content and/or thematic
analysis. This allows a convenient comparison between
committees. Results of the exercise are circulated to the
participating committees to help inform them of their
performance, but also considered more widely within
the HRA to set future training and policy agendas. The
HRA make it clear that they view this process as an in-
ternal audit of their systems stating:

“The ShED process encourages ethical debate across
commiittees and is used to look for trends in decision-
making and key ethical themes, which can then be
used to review and improve consistency through
guidance and training.” [15].

In this paper, we present an overview and analysis of
two ShED exercises 19 and 20, and then compare them

Table 1 Review domains specified by the HRA

1. Social or scientific value; scientific design and conduct of the study
(including involvement of patients, service users and the public, in
the design, management, and undertaking of the research).

2. Recruitment arrangements and access to health information, and
fair research participant selection

w

. Favourable risk benefit ratio; anticipated benefits/risks for research
participants (present and future)

4. Care and protection of research participants; respect for potential
and enrolled research participants’ welfare & dignity

wul

. Informed consent process and the adequacy and completeness of
research participant information

Suitability of the applicant and supporting staff

6.

7. Independent review

8. Suitability of supporting information
9.

Other general comments

10. Consider and confirm the suitability of the summary of the study
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to a “mystery shopper” exercise also performed using
NHS ethics committees. This latter exercise involved a
research team presenting their study (detailed below) to
twelve ethics committees using a “mystery shopper”
methodology similar to that used by the market research
community. After drawing out some observations from
these three exercises we propose a numerical method
for quantifying inconsistency. A graphical overview of
the work described is displayed in Fig. 1. We note the
differences between measuring inconsistency, explaining
why it occurs, and determining what level of inconsist-
ency might be expected between RECs.

Methods

Identifying themes

In early 2016 we were asked by the HRA to analyse the
results of the ShED 19 and 20 exercises. We were pro-
vided with the documentation for the study being
reviewed as the focus of both ShEDs (application form,
participant information, consent forms etc.) along with
the minutes produced by each committee participating
in the ShED. It is of note that minutes produced by
HRA committees contain a summary of the committee
deliberations as well as the points that require address-
ing by the researcher. There was no further communica-
tion between the RECs and the researchers presenting
the ShED studies, so no subsequent correspondence was
available for analysis. Soon after producing our reports a
“mystery shopper” study was published by Gale et al.
[16] describing their interaction with twelve HRA ad-
ministered committees reviewing a randomised control
trial in preterm infants (called WHEAT - “With Holding
Enteral feeds Around packed red cell Transfusion”). We
were also able to analyse the raw data from this study in
the same way as we did for the ShED exercises as full
ethics committee minutes and correspondence were in-
cluded in the supplementary data to the published paper.
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Using NVivo [17], a content analysis was conducted on
each set of minutes for each of the three studies (using a
grounded theory approach - further details provided in
the Additional file 1). For this piece of work we did not
distinguish between positive, neutral and negative com-
ments, as we were interested solely in which themes
committees discussed.

Scoring

Following the content analysis, we defined any theme
discussed by more than half the committees as a “top
theme” and calculated the ratio between top themes and
all themes per committee for each of the three exercises.
Using this ratio, the top score for a committee that only
identified top themes would be one, and a committee
that identified no top themes would be zero. By calculat-
ing a ratio this metric corrects for the total number of
themes identified by committees. Quantitative analysis
was performed using MS Excel and IBM SPSS v24.0.

Results

In the following sections we present brief observations
from each of the three individual exercises (ShED 19, ShED
20 & WHEAT) before describing the scoring results.

Overview of ShED 19 and themes identified by
committees participating in this exercise

Fifteen HRA RECs participated in ShED 19, a study in-
volving the use of Chinese herbal medicine (CHM) for
controlling recurrent urinary tract infections. Although
the researchers designing the project were well qualified
in conventional medicine, and had tried to design a con-
ventional placebo controlled, double-blinded and rando-
mised study, the use of alternative medicine still raised
concern amongst committees. The content analysis of
the 15 sets of minutes identified 315 individual com-
ments that could be grouped into 130 themes, that were

~
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trial

Baby sleep box
trial
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ethics review

Ethics
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committee .
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RECs in ShED 20 RECs in “mystery

shopper” exercise
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J |

Reviewed by 12 ]

exercise

l
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Meta-analysis [

mystery shopper exercise. Ratio of “top themes” : “all themes”

Content analysis of minutes generated by ShED 19, ShED 20 and
calculated for each committee participating in each exercise.

Gale et al.

Fig. 1 Overview of methods highlighting the initial studies, the ethics committee exercises and our analysis. Analysis in grey boxes performed by
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then grouped into one of the 10 ethical domains (de-
scribed in Table 1). The eight top themes identified by
more than half the committees are listed in Table 2.
Most notable were concerns about constructing the ob-
jectives/arms of the trial and then randomising between
those who would be receiving a talking therapy approach
from the herbal medicine practitioners, and those who
would attend conventional, shorter, GP appointments.
The researchers were intending to include an arm trying
to control for the type of clinical session, but the add-
itional arm raised concerns from some committees who
said that the study was trying to examine too many
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things. Indeed, a point alluded to by many committees
was whether a placebo control is ever relevant when
conducting research on alternative medicine. Similarly,
of the top eight themes, three were related to the differ-
ences in accepted practice between alternative and con-
ventional medicine, suggesting that discussions had
considered wider cultural factors rather than just the
protocol itself.

The second main group of top themes seemed to be
concerns regarding the safety of patients in terms of
both urinary tract infection progression and side effects/
purity of the herbal medicine. These were both issues

Table 2 Top themes defined as those identified by more than half the committees in the ShED19, ShED20 and WHEAT exercises

Theme Number of RECs 9% of RECs
ShED 19

Query or statement regarding overall objectives & outcomes 14 93%
Comment over worsening of UTI and/or detecting side effects 10 67%
PIS: Explanation of placebo and/or randomisation 10 67%
Clarity over insurance & indemnity information 9 60%
Methodological comment over controls, placebo &/or randomisation 8 53%
Methodological comment over design of arms in trial 8 53%
Query regarding collection of human tissue 8 53%
PIS: Further advice if symptoms persist 8 53%
ShED 20

Comments on use of Safer Sleep Box 19 95%
Limits of confidentiality being clear to participants 16 80%
Inclusion criteria of trial 15 75%
Inclusion of vouchers as incentive 13 65%
Data protection concerns 13 65%
PIS: Typos, grammar, formatting and re-titling 12 60%
Recruitment method 12 60%
Positioning of box during use 11 55%
Comments on size of participant group 11 55%
Independent Review 11 55%
Comments on questionnaires 10 50%
Training and information on safer sleep box for participants 10 50%
Methodology and basic nature of study 10 50%
Scientific justification of the study 10 50%
WHEAT

Opt Out Consent: any mention 12 100%
PIS: comments on potentially coercive wording 9 92%
Opt Out Consent: Comments on the ethics of the basic principle 8 67%
PIS: Suitable description of risks and benefits 7 58%
Opt-Out Consent: how this is to be recorded 7 58%
Opt-Out Consent: Hard copy for patients/clinicians 7 58%
Patient Public Involvement 6 50%

A complete list of themes is contained in the Additional file 1
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that the researchers had tried to address in their docu-
mentation, although two thirds of committees still raised
concerns, and thus would perhaps have benefitted from
being reassured by speaking directly with the re-
searchers. Unlike a normal review this ShED exercise
did not allow committees to raise and potentially resolve
concerns directly with the researchers. Indeed, the re-
search team had gone to significant lengths to source a
consistent and regulated supply of the herbs, but a num-
ber of committees were not satisfied, with five wanting
evidence of MHRA approval. Another top theme identi-
fied by committees was whether “relevant material” (as de-
fined by the UK Human Tissue Act) was being collected.
This was an interesting issue as it highlighted a difference
in interpretation of the term “storage” within the act.

The majority of the other themes (i.e. non-top themes)
were mainly administrative in nature revolving around
either updates and/or clarifications to the participant in-
formation sheets (37 themes), consent forms (11 themes)
or various other aspects of the documentation. Interest-
ingly only four of the themes relating to the participant
information sheet, and seven other themes, were picked
up by more than a third of the committees, indicating
that there may have been an element of committee or
even individual member preference regarding many of
these issues. Overall, as only one out of the 130 themes
were picked up by all but one committee, eight by more
than half, and 24 by more than a third, it seems that the
majority of the total themes were unlikely to be consid-
ered significant by the majority of RECs. Of the 15 com-
mittees that participated in this study nine gave
provisional opinions and six unfavourable opinions (see
Fig. 2). It was unclear from the specific minutes precisely
why some committees chose to give an unfavourable
over a provisional decision.

Overview of ShED 20 and themes identified by
committees participating in this exercise

ShED20 was a topical study looking at the feasibility of
“safer sleep boxes” for use with new-born infants co-
sleeping with their parent(s). The 20 committees partici-
pating in this ShED produced 530 comments that were
reduced to 87 themes and 14 top themes (Table 2). Al-
though there were almost twice as many top themes as
in ShED19, there were far fewer themes overall. As with
ShED19 the committees did not have the opportunity to
interview the researchers.

The majority of concerns related to the use of the safer
sleep box. Whilst a few committees did comment that
this system was used in other countries and thus was
worthwhile to trial in the UK, the lack of familiarity with
the box may have influenced the number of concerns.
Perhaps unsurprisingly the inclusion of vulnerable young
mothers and children did feature in many committee
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discussions, with some committees viewing this as a
problem, but others viewing it as a necessary part of the
research.

Whilst all the minutes were written using the HRA
minutes template, the content was seldom organised
under the most appropriate headings. Indeed, it was not
uncommon for phrases such as “No issues were raised
in this area” to appear under a specific heading, but then
issues related to the area appearing in the reasons for
decision section. This may have been due to the way dis-
cussions were chaired, perhaps focusing on concerns as
they arose in the discussion rather than structuring the
discussion around the minutes’ template. Likewise, some
concerns touched on a number of different areas and
themes making it difficult to categorise effectively. In-
deed, in the majority of minutes the decision section
was far more developed than the discussion section, per-
haps reflecting the emphasis of providing clear feedback
to researchers rather than accurately categorising all as-
pects of the discussion.

Of the 87 themes identified only comments regarding
the safe use of the sleep box were made by all but one
committee. 16 of the 20 committees had concerns about
confidentiality and more general data protection, 15
about the inclusion criteria, and 13 about the use of
vouchers as payment. A further nine themes were com-
mented on by at least half the committees, meaning that
the other 73 themes were commented on by fewer than
half the committees. 15 of the 20 committees participat-
ing in this study gave a provisional opinion and five an
unfavourable. The reasons for the unfavourable opinions
were either on safety grounds or the inclusion of vulner-
able mothers.

Overview of the “mystery shopper” WHEAT trial

During our analysis of the two ShED studies a “mystery
shopper” exercise using 12 HRA committees was pub-
lished in the literature as an opportunistic addition to a
larger paediatric project examining “a comparative- ef-
fectiveness, randomised controlled trial comparing two
widely used blood transfusion practices in preterm in-
fants” [16]. The research team who published this study
were trying to understand how ethics committees would
view four specific aspects of their trial design:

(i) point-of-care design using electronic patient records
for patient identification, randomisation and data
acquisition,

(il)short two-page information sheet;

(iii) explicit mention of possible inclusion benefit;

(iv) opt-out consent with enrolment as the default.

Similar to the ShED exercises, this single study was
presented to twelve ethics committees and the resulting
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minutes were analysed by the WHEAT team in light of
the above four aspects. The study differed from the
ShED exercises in that the committees were blinded to
this being an ethical investigation, and a researcher was
able to attend six of the committee meetings in person
(and was available to speak over the phone to the other
six - although only four took advantage of this). The re-
search team was also prepared to adapt their study in
light of the committee feedback except for the four spe-
cific ethical issues where they intentionally defended their
position. The methodology used in this study was there-
fore far closer to a real review than the ShED exercises,
and hence the term “mystery shopper”. One committee
gave a favourable opinion outright, one an unfavourable
without requesting a response, whilst the other ten re-
quired written responses. Of these, eight subsequently
gave a favourable opinion and two unfavourable (Fig. 2).
No committees queried the point-of-care design, and one
queried the shorter information sheet although subse-
quently accepted an argument for the benefit of shorter
information sheets. Nine committees raised concerns

about including a statement in the participant information
regarding the benefits of participating in research more
generally, although eight subsequently accepted a different
form of wording for this. However, the three committees
that gave an unfavourable opinion all considered the opt-
out consent ethically invalid, two indicating that they con-
sidered opt-out consent to be inappropriate for any rando-
mised trial. The authors formed a number of helpful
conclusions specific to trial design in their particular
population, and whilst being generally praising of the
HRA’s support for research ethics committees and their
attempts to promote consistency, commented that incon-
sistency is still commonplace and that this:

“serves neither patients nor researchers well and risks
breakdowns in trust. This highlights the importance of
sound policies to improve REC consistency.”

Following publication of this work we downloaded all
the sets of minutes from the supplementary data of the
original paper, and then performed a content analysis
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identical to that used in our analysis of the ShED ex-
ercises. The resulting themes are listed in Table 2 and
a complete list can be found in the Additional file 1
to this paper.

Scoring committee reviews

Across the three exercises (ShED19, ShED20 &
WHEAT) the number of themes raised by committees
differed by between three and four-fold. Analysis of the
number of themes against outcome opinions (favourable,
unfavourable etc.) was not possible due to the lack of
unfavourable outcomes. Committees giving an unfavour-
able opinion did seem to comment on more themes, but
not enough committees were included to analyse this
statistically. In thinking about how to analyse our results
further it occurred to us that it may be possible to create
a numerical measure of inconsistency as, despite the
large number of ethical themes identified by RECs, only
a few themes were identified by more than half of the
committees participating in each exercise. We therefore
defined any theme discussed by more than half the com-
mittees as a “top theme” and calculated the ratio be-
tween top themes and all themes per committee for
each of the three exercises. Using this ratio, the top
score for a committee that only identified top themes
would be one, and a committee that identified no top
themes would be zero. Calculating this for all commit-
tees involved in the three exercises provided the ranking
shown in Table 3. Only one committee across the three ex-
ercises had more than half its total themes as top themes
(WHEAT committee 12) with a ratio of 0.6. The lowest
score was 0.14 (ShED19 committees 2 and 3) indicating
that only 14% of issues raised by these two committees
were issues raised by more than half the other committees
reviewing the identical project. By calculating a ratio this
metric corrected for the total number of themes identified
by committees. The ratios for each exercise were normally
distributed according to the Shapiro-Wilk test (all have p >
0.05). Committees reviewing ShED19 had lower ratios
(mean of 0.23, s.d. 0.08) than ShED20 (mean of 0.35, s.d.
0.06) and WHEAT (mean of 0.32, s.d. 0.12) (see Fig. 3).
Tukey’s post hoc test revealed that ShED 19 was on average
significantly different from both ShED 20 and WHEAT
with p-values of 0.001 and 0.025 respectively. ShED 20 was,
however, not on average significantly different from
WHEAT [p =0.768].

Discussion

This work was based on a content analysis of minutes pro-
duced by three separate exercises designed to compare
research ethics committee consistency. Our results add to
the evidence [5, 7, 16, 18-21] that inconsistency does
occur in research ethics review. As mentioned, one ap-
proach to addressing inconsistency has been to distinguish
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between code and ethical consistency [11], arguing that
the role of those overseeing committees should be to only
try and ensure consistent processes and application of
codes. This is an attractive and topical proposition (espe-
cially to organisations administering RECs) as it seems
achievable through refining standard operating procedures
and providing additional guidance or training. In this re-
spect, the ShED exercises did identify inconsistency in the
application of guidance (for instance application of the
UK Human Tissue Act in ShED19). Our scoring metric
was able to produce a numerical measurement of such in-
consistency and show that committee performance varies
widely. Comparison of scores between the studies showed
that the ShED19 ratios were significantly different com-
pared to the ShED20 and WHEAT studies. This observa-
tion is probably due to the particularly contentious nature
of the study under review (Chinese Herbal Medicine), pro-
viding a warning that inconsistency is probably also
dependent upon the nature and complexity of the studies
being used for REC comparison exercises. As a result, if
the aim is to assess committee performance, comparing
committees between exercises is perhaps not as relevant as
comparing committees within an exercise. If a committee
is found to be a significant outlier within an exercise, this
could suggest the need for further training or mentoring of
committee members.

When analysing the scores more closely it was a sur-
prise that only one committee had a top themes: all
themes ratio of above 50%. Although anecdotal experience
by the authors from chairing and attending RECs suggest
that often many ethically insignificant issues are discussed
at meetings, the results here provide firm quantitative evi-
dence that committees deliberate extensively on subjects
not considered ethically problematic by other, similarly
constituted committees. As the minutes being analysed
did not include time stamps it is impossible to accurately
determine how long discussions took, but given that a typ-
ical study is only allotted 45 min in a HRA REC meeting
agenda, it is probably safe to conclude that much time is
taken up discussing (or noting) less significant ethical is-
sues. Although this conclusion is perhaps to be expected
given the (sometimes published [9]) complaints from re-
search teams, it is helpful to put a number on such incon-
sistency to provide a benchmark against which future
interventions could be tested. However, as the minutes
did not provide any indication of how discussions evolved,
which members participated or to what extent, it could
prove difficult to improve a score without a complete un-
derstanding of how the score was obtained.

Limitations

Both the ShED exercises and our proposed metric rely
heavily on the quality and accuracy of the minute taking.
Whilst the adoption of minute taking templates based
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Table 3 Calculated ratios of top themes to all themes for committees participating in the three exercises
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Exercise Committee identifier Top themes All themes Top theme: All themes
WHEAT 12 6 10 0.60
WHEAT M 5 " 045
ShED19 14 4 9 044
ShED20 18 7 16 044
WHEAT 7 7 16 044
ShED20 19 6 14 043
ShED20 17 7 17 041
ShED20 16 7 18 039
ShED20 15 7 18 039
ShED20 10 10 26 0.38
ShED20 11 9 24 038
ShED20 12 8 22 036
WHEAT 5 8 22 0.36
ShED20 7 " 31 0.35
ShED20 4 13 37 035
ShED19 15 3 9 033
ShED20 13 7 21 033
ShED20 9 9 27 033
ShED20 3 13 39 033
WHEAT 9 5 15 033
ShED20 14 6 19 032
ShED20 8 9 29 0.31
ShED19 8 7 23 030
ShED20 6 10 33 030
ShED20 1 13 43 0.30
ShED19 12 6 20 030
WHEAT 10 3 1 027
WHEAT 2 7 26 0.27
ShED19 9 6 23 026
ShED19 7 6 23 026
WHEAT 4 6 23 0.26
WHEAT 8 4 16 0.25
ShED20 5 8 33 024
WHEAT 1 7 29 0.24
WHEAT 5 21 0.24
ShED20 2 9 4 0.22
ShED19 13 3 14 0.21
ShED19 M 4 20 0.20
ShED19 1 7 37 0.19
ShED19 4 6 32 0.19
ShED19 5 5 27 0.19
ShED19 10 4 23 0.17
ShED19 6 4 26 0.15
WHEAT 3 4 26 0.15
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Table 3 Calculated ratios of top themes to all themes for committees participating in the three exercises (Continued)

Exercise Committee identifier Top themes All themes Top theme: All themes
ShED19 3 5 35 0.14
ShED19 2 5 35 0.14

around the ten ethical domains seems to have intro-
duced an element of consistency with regards the struc-
ture of minutes, the quality or the written minutes
themselves seemed to vary quite widely in terms of
grammar, sentence construction and ease of reading. For
instance, the presence of comments recorded in in-
appropriate sections of the minute template indicate that
some REC managers may have found it more difficult
conforming to the minute taking guidance than others.
Anecdotal evidence from REC managers suggests that
some dislike the templates, preferring to directly tran-
scribe the meeting as it happens rather than interpreting
and re-ordering statements in light of the ten ethical do-
mains. Interestingly there was no clear reasons in any of
the three exercises why similarly minuted discussions
seemed to result in different final opinions. Again, anec-
dotal experience of REC meetings suggests that in the
absence of the opportunity to correspond with re-
searchers, provisional opinions are preferred over
favourable opinions as quite often the REC requires
more information before confirming its opinion. This
observation is supported by a previous study [22] show-
ing that researchers who attended REC meetings were
also more likely to receive a provisional instead of an
unfavourable opinion, emphasising the importance of
dialogue between the REC and the research team. In this
respect, the WHEAT study had an advantage over ShED
19 and 20 because the researchers were able to corres-
pond with the committees and address certain issues.
When committees were able to correspond with investi-
gators during the WHEAT exercise all provisional opin-
ions were converted to favourable opinions, and three
immediate favourable opinions were given. It is therefore
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Fig. 3 Distribution of the calculated ratios (y axis) for the three
exercises with mean values labelled and shown as bars

likely that the final decisions given in ShEDs 19 and 20
would have been different if the committees had been
able to speak or correspond with the researchers. This
represents a significant weakness of the current ShED
process, suggesting that the analysis of final opinions as
a measure of consistency might not be accurate for this
type of exercise. However, as normally the majority of a
committee discussion occurs prior to the researchers en-
tering a room, the identification of themes and top
themes is still likely to be accurate.

Another interesting observation coming specifically
out of the ShED process was the variability in the total
themes raised by each committee. Here the knowledge
that the committee was participating in a ShED exercise
seemed to result in over compensation by some commit-
tees, and a curious lack of comments by others. Al-
though an instruction was given by the HRA that the
ShED study was to be discussed at the beginning of each
REC meeting, there may still have been time pressures
to complete the ShED discussion and move onto the real
applications. Again, the mystery shopper nature of the
WHEAT exercise tried to correct for this.

Conclusion

The three exercises described here along with our scoring
tool were effective in establishing and quantifying the pre-
sence of inconsistency between research ethics committees
when reviewing identical studies. However, the current
ShED process is over reliant upon the written minutes, the
exercise is not blinded, and no insight is given as to how
discussions develop in the committee room. The “mystery
shopper” nature of the WHEAT exercise corrected for
some of these methodological issues, but still did not pro-
vide an insight into what actually occurs during committee
deliberations. Whilst a level of inconsistency is probably to
be expected during ethics discussions, simply detecting in-
consistency does not explain why it happens, what should
be done about it, or even if it is something to be avoided.
To explore these latter questions further investigations
taking into account social factors and group dynamics
need to be developed. This is consistent with previous
work in group decision making that has suggested factors
such as committee culture, local thinking [23, 24], leader-
ship styles/ability [25], levels of member experience [26]
and social interactions [27] play roles in committee deci-
sion making. Inconsistency is probably inevitable in re-
search ethics committee review, but to determine how
inevitable, studies must now move beyond ShED.



Trace and Kolstoe BMC Medical Ethics (2017) 18:65

Additional file

Additional file 1: Qualitative methods and list of themes. Description of
analysis methods originally used and tables of all themes identified for
each study. (PDF 338 kb)

Abbreviations

HRA: Health research authority; IRB: Institutional review board;
MHRA: Medicines and healthcare products regulatory agency (UK);
REC: Research ethics committee; ShED: Shared ethical debate

Acknowledgements

We thank Catherine Blewett, Clive Collett and Joan Kirkbride from the Health
Research Authority for their constructive comments on this manuscript and
permission to publish this data. We thank the reviewers of an earlier version
of this manuscript for their constructive comments. We think Dr. Angus
McFadyen for providing statistical advice.

Funding
The HRA provided funding to evaluate ShED's 19 and 20 to SEK.

Availability of data and materials

The data that support the findings of this study are available from the Health
Research Authority but restrictions apply to the availability of these data,
which were used under license for the current study, and so are not publicly
available. Data are however available from the authors upon reasonable
request and with permission of the Health Research Authority. Data for the
WHEAT study is publicly available from: http://fn.bmj.com/content/early/
2016/09/14/archdischild-2016-310935.

Authors’ contributions

SEK devised the project and applied for funding. SEK and ST analysed the
data and wrote the manuscript. Both authors read and approved the final
version of the manuscript.

Ethics approval and consent to participate
Not applicable

Consent for publication
Not applicable

Competing interests

SEK'is chair of the Hampshire A HRA research ethics committee and MOD
research ethics committee. He is also the ethics advisor at the University of
Portsmouth. ST is a lay member of the Hampshire B HRA research ethics
committee.

Publisher’'s Note
Springer Nature remains neutral with regard to jurisdictional claims in published
maps and institutional affiliations.

Received: 3 July 2017 Accepted: 9 November 2017
Published online: 28 November 2017

References

1. Research Ethics Service (RES) - Health Research Authority. 2016. http://www.
hra.nhs.uk/about-the-hra/our-committees/res/. Accessed 10 Jan 2016.

2. Edwards SJ, Stone T, Swift T. Differences between research ethics
committees. Int J Technol Assess Heal Care. 2007,23:17-23.

3. Abbott L, Grady C. A systematic review of the empirical literature evaluating
IRBs: what we know and what we still need to learn. J Empir Res Hum Res
Ethics. 2011;6:3-19.

4. Angell E, Sutton AJ, Windridge K, Dixon-Woods M. Consistency in decision
making by research ethics committees: a controlled comparison. J Med
Ethics. 2006;32:662-4.

5. Taljaard M, Brehaut JC, Weijer C, Boruch R, Donner A, Eccles MP, et al.
Variability in research ethics review of cluster randomized trials: a scenario-
based survey in three countries. Trials. 2014;15:48.

20.

22.

23.

24,

25.

26.

27.

Page 10 of 10

Anderson EE, DuBois JM. IRB Decision - Making with Imperfect Knowledge:
A Framework for Evidence-Based Research Ethics Review. J Law, Med Ethics.
2012;40.951.

Anthony R. Consistency of ethics review. Forum Qualitative Sozialforschung/
Forum: Qualitative Social Research. 2005;6(1). doi:http://dx.doi.org/10.17169/
fqs-6.1.527.

Mansbach J. Variation in institutional review board responses to a standard,
observational. Pediatric Research Protocol Acad Emerg Med. 2007;14:377-80.
Della Sala S, Cubelli R. Entangled in an ethical maze. Psychologist. 2016;29:
930-2.

NREAP. NREAP statement: consistency in REC review v1.0 2014-05-02. HRA
Website 2014. https.//www.hra.nhs.uk/documents/273/consistency-rec-
review-2-may-2014.pdf. Accessed 12 Mar 2017.

Moore A, Donnelly A. The job of ‘ethics committees’. J Med Ethics. 2015;
doi:10.1136/medethics-2015-102688.

NHS. GafREC 2011. 2011. https.//www.gov.uk/government/uploads/system/
uploads/attachment_data/file/213753/dh_133993 pdf. Accessed 16 Feb 2017.
NHS. Standard Operating Procedures for Research Ethics Committees. 2017.
https.//www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/
research-ethics-committee-standard-operating-procedures/. Accessed 5 Aug
2017.

HRA. HRA Ethical Review Form. 2015. Available from HRA on request. http://
www.hra.nhs.uk/documents/2015/07/lead-reviewer-form.docx. Accessed 27
Jun 2017.

Kolstoe S, Trace S. Health Research Authority Shared Ethical Debate 19
Report. 2016;:12.

Gale C, Hyde MJ, Modi N, Chivers Z, Forster A, Turner M, et al. Research
ethics committee decision-making in relation to an efficient neonatal trial.
ADC Fetal & Neonatal edition. 2016; https://doi.org/10.1136/archdischild-
2016-310935.

QSR Nvivo. http//www.gsrinternational com/what-is-nvivo. Accessed 10 Jan 2017.
Caulfield T, Ries N, Barr G. Variation in ethics review of multi-site research
initiatives. Amsterdam Law Forum. 2011;3:85.

Emanuel EJ, Menikoff J. Reforming the Regulations Governing Research with
Human Subjects. N Engl J Med. 2011;365:1145-50. doi:10.1056/
NEJMsb1106942.

Vadeboncoeur C, Townsend N, Foster C, Sheehan M. Variation in university
research ethics review: reflections following an inter-university study in
England. Res Ethics. 2016;12:217-33.

Snooks H, Hutchings H, Seagrove A, Stewart-Brown S, Williams J, Russell I.
Bureaucracy stifles medical research in Britain: a tale of three trials. BMC
Med Res Methodol. 2012;12:122.

Heasman P, Preshaw P, Gray J. Does researchers’ attendance at meetings
affect the initial opinions of research ethics committees? 2008;4:56-58.
Jaspers P, Houtepen R, Horstman K. Ethical review: standardizing procedures
and local shaping of ethical review practices. Soc Sci Med. 2013;98:311-8.
Hedgecoe AM. Trust and regulatory organizations: The role of local
knowledge and facework in research ethics review. Social Studies of
Science: SAGE Journals. 2012;42(5):662-83. https://doi.org/10.1177/
0306312712446364.

Henningsen DD, Henningsen ML, Jakobsen LBI. It's Good to Be Leader: The
Influence of Randomly and Systematically Selected Leaders on Decision-
Making Groups. Gr Dyn Theory Res Pract. 2004;8:62.

Bonner BL, Baumann MR, Dalal RS. The effects of member expertise on
group decision-making and performance. Organ Behav Hum Decis Process.
2002,88:719-36.

Berger J, Cohen BP, Zelditch M. Status characteristics and social interaction.
Am Sociol Rev. 1972;37:241-55.


dx.doi.org/10.1186/s12910-017-0224-7
http://fn.bmj.com/content/early/2016/09/14/archdischild-2016-310935
http://fn.bmj.com/content/early/2016/09/14/archdischild-2016-310935
http://www.hra.nhs.uk/about-the-hra/our-committees/res/
http://www.hra.nhs.uk/about-the-hra/our-committees/res/
http://dx.doi.org/10.17169/fqs-6.1.527
http://dx.doi.org/10.17169/fqs-6.1.527
https://www.hra.nhs.uk/documents/273/consistency-rec-review-2-may-2014.pdf
https://www.hra.nhs.uk/documents/273/consistency-rec-review-2-may-2014.pdf
http://dx.doi.org/10.1136/medethics-2015-102688
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/213753/dh_133993.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/213753/dh_133993.pdf
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-ethics-committee-standard-operating-procedures/
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-ethics-committee-standard-operating-procedures/
http://www.hra.nhs.uk/documents/2015/07/lead-reviewer-form.docx
http://www.hra.nhs.uk/documents/2015/07/lead-reviewer-form.docx
http://dx.doi.org/10.1136/archdischild-2016-310935
http://dx.doi.org/10.1136/archdischild-2016-310935
http://www.qsrinternational.com/what-is-nvivo
http://dx.doi.org/10.1056/NEJMsb1106942
http://dx.doi.org/10.1056/NEJMsb1106942
https://doi.org/10.1177/0306312712446364
https://doi.org/10.1177/0306312712446364

	Abstract
	Background
	Methods
	Results
	Conclusions

	Background
	Methods
	Identifying themes
	Scoring

	Results
	Overview of ShED 19 and themes identified by committees participating in this exercise
	Overview of ShED 20 and themes identified by committees participating in this exercise
	Overview of the “mystery shopper” WHEAT trial
	Scoring committee reviews

	Discussion
	Limitations

	Conclusion
	Additional file
	Abbreviations
	Funding
	Availability of data and materials
	Authors’ contributions
	Ethics approval and consent to participate
	Consent for publication
	Competing interests
	Publisher’s Note
	References

