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ABSTRACT
Background: The high dropout rates observed in weight management trials can lead to
misleading or even invalid research results. This problem remains unresolved.
Methods: We surveyed NHS ethics committee members on the acceptability of a few
methods proposed to improve retention.
Results: 58.77% of the respondents thought it is acceptable to inform patients of the
consequences of their withdraw at consent; 75.87% regarded it acceptable to remind patients
of this information during a trial; 58.62% thought it is acceptable to reward completion and
valid withdrawals; 13.74% found the use of deposit acceptable; 67.94% agreed that it is
disrespectful to ask participants for a good reason for their withdrawal; 36.92% considered it
acceptable to tell patients in patient information sheet that they should withdraw only for a
good reason.
Conclusion: Methods that gained majority support could be tested in trials to evaluate their
effectiveness. Further research is needed to find out the opinions of overweight and obese
patients on the acceptability of these methods.
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INTRODUCTION
Weight management trials have always been vulnerable to exceptionally high dropout rate, as
high as 80%, (Finley et al. 2007; Richman et al. 1992) with an average one year dropout rate
about 30 - 50% (Truby et al. 2006; Inelmen et al. 2005; Jebb et al. 2011; Jolly et al. 2011;
Elobeid et al. 2009).
Such a high attrition rate can cause a large amount of missing data especially when these
subjects do not report any outcomes to the investigators and are ‘lost to follow-up’. Statistical
methods developed to deal with missing data are inadequate when there are substantial levels
of missing data involved13 and the reasons behind such absent data are unknown. There are
two potential methodological problems with missing data. Firstly, research results could be
underpowered although even when the sample size is inflated by 10-50% to reflect the
expected dropouts, bias introduced by missing data still exists. Results are biased when the
dropouts are systematically different from the completers especially when the unreported
reasons for dropping out are related to the effects of the intervention itself, and the trial uses
intention to treat analysis to test ‘efficacy’ rather than ‘effectiveness’.
Efforts to improve patient retention in weight management trials have been focused on
predictors of attrition, (Coday et al. 2008; De Panfilis et al. 2008; Gill et al. 2012; Honas et
al. 2003; Fabricatore et al. 2009) or using a combination of recommended retention
techniques (Davis et al. 2002; Robinson et al. 2007). Most of these techniques involve greater
efforts from researchers or changes of study design to accommodate participants’ needs, such
as offering home visits and flexible scheduling. Our survey aimed to find out the NHS REC
members’ opinions on methods that focus more on efforts from participants, especially on
withdrawing only for a valid reason.
The unconditional right to withdraw at any time without giving any reason has been under
sustained philosophical attack recently (Edwards 2005; Edwards 2011; Spillman, and Sade
2007; Chwang 2008; Sachs 2011). Given the new Heath Research Authority’s purpose to
protect and promote the interests of both the participant and the public in health research
(Health Research Authority 2012), this may need to be debated and reviewed if we are to
facilitate ethical research. For example, this unresolved problem may waste valuable
resources, potentially mislead practitioners and patients in the future, and cause delay in
finding effective weight management programs. Therefore, it is critical to find new morally
acceptable methods to tackle this problem. The moral issue seems to turn on the extent to
which subjects’ freedoms to withdraw at any time and without giving any reason can be
limited and on what justification.
This study was designed to assess the acceptability of some of these methods to those who
review the ethics of research (RECs).
METHODS
A short structured questionnaire survey concerning a hypothetical weight loss trial was
distributed to all National Health Services (NHS) research ethics committee (REC) members.
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Members were asked to rate their level of agreement on a five-Likert scale and one open
question. The open question asked for an explanation of why they would agree or disagree
with one of the methods to check their understanding of the question as well as shed more
in-depth light on their responses to a novel method. The questionnaire was designed by SL
with input from SE, and reviewed by Dr Hugh Davies at NRES. The questions were framed
using a diverse moral vocabulary which did not led respondents to approach the questions
from any one theoretical position. This, however, limits the extent to which answers to
different questions can directly be compared.
This survey was supported by the NRES Operations Office and the questionnaire was
emailed to all the REC administrators who then forwarded it to all the members. Under the
NHS Governance Arrangements for Research Ethics Committees (2012), research involving
members of NHS staff is not required to be reviewed by NHS ethics committees, as staff are
already protected by their employment contracts (Department of Health 2012).
Members could complete the questionnaire manually, electronically or online. The
questionnaire is available from the authors upon request. Data collection lasted from April to
June 2012 with a reminder in May. In total, 262 responses were collected indicating a
response rate of 26%.
Data was analysed using Microsoft Office Excel 2010. Percentages were calculated for each
agreement level for all questions except for the open question. Content analysis was used to
interpret the qualitative responses to this question.

RESULTS
The response to the first question (Q1) about membership shows that among the 262
respondents, 99 (38%) are lay members and 163(62%) expert members, in line with current
composition of RECs (NRES 2009).
Responses to all the other questions excluding the open question (Q4) are presented in the
table below.
Questions

Completely
agree

Slightly
agree

Neutral

Slightly
disagree

Completely
disagree

Q2. Once they have given their consent, to what extent
do you agree that research subjects retain a right to
withdraw at any time without needing to give any
reason for withdrawing?

87%

8%

2%

4%

0.4%

Q3. Do you think that asking patients to withdraw only
for a good reason actually shows disrespect for their
decision?

48%

19%

15%

10%

8%

Q5. Do you think it is acceptable to tell people at
consent how research depends on participants
completing the trial and how withdrawal may
jeopardize other participants' efforts?

28%

31%

7%

9%

25%
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Q6. Would you consider it fair to state in the patient
information sheet (PIS) that if they consent to
participation, the researcher asks that they should
withdraw only for a good reason?

16%

21%

6%

14%

43%

Q7. Do you think it is acceptable to provide
information about the importance of the research,
weight loss and their participation as motivational talks
throughout the trial to main their awareness?

41%

35%

10%

5%

8%

Q8. If subjects are reimbursed for their time and
inconvenience, do you think it is ethical to introduce a
nominal refundable deposit? Those who withdraw for
no good reasons or simply drop out will lose the
deposit.

5%

9%

8%

13%

65%

Q9. As well as paying the subject £10 when he/she
attends each assessment, do you think it is acceptable
to pay the subject a sum, say £30, on condition they
complete the study or withdraw for a reason accepted
by the research team?

31%

27%

10%

8%

23%

Q10. If you think any of these methods are acceptable
but will slow down recruitment, do you think slower
accrual, more compliant subjects, fewer missing data
and better reliable research result is a good trade-off?

35%

24%

26%

5%

10%

For responses to Q4 which asked the respondents to explain why they agreed or disagreed
with the statement that asking patients to withdraw only for a good reason actually shows
disrespect for their decision (Q3), we identified six main reasons for support for withdrawal
only for a good reason and seven for objection.
Six main reasons for support for withdrawal only for a valid reason
(1) It would ensure that participants’ decision to withdraw is informed as the reasons would
have at least been discussed and any consequences of withdrawing identified.
Asking participants to provide a reason for their withdrawal may allow participants to clarify
any concerns and correct misunderstandings. One member stated,
“It could be beneficial if the participants were asked for their reason giving
an opportunity to reassure them that this reason wasn’t valid,…”
Another member also commented, “…giving an opportunity to discuss…the implications of
withdrawal.”
(2) Patients have duties as research subjects.
Some argued that patients should be made aware that they have a duty to advance medical
research. One respondent wrote, “The participant hopefully should be made fully aware of
their duty and responsibility to the study.”
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(3) People should take full responsibility for their decision and action.
Some argued that, “… individuals need to take full responsibility for their decisions and be
able to give reasons for them”.
Others also stated that, “Adults should be accountable for their decisions. After all their
withdrawal is not without consequences for other people...” and “…patients should
understand that they have a responsibility following their agreed signed consent.”
(4) It may lead to more serious consent.
Some argued that this requirement may make prospective participants think more thoroughly
and seriously before they consent, as one member mentioned, “… It might make them
consider their …consent more seriously.” Another member responded, “…[it]does help
emphasize to participants that trials are important, complex and expensive exercise that
should not be entered in without careful consideration and commitment.”
(5) Respect should be reciprocal.
It was mentioned that withdrawing without a good or any reason shows disrespect for the
researchers. One member responded, “…withdrawing without a good reason is disrespectful
to the work of the researcher.” Others wrote, “The respect between subjects and researchers
should be mutual.” Or “The patient needs to show respect for the researchers and the research
process, and think about the commitment before agreeing to join the trial…”
(6) Data on reasons for withdrawal is important.
Some argued that the nature of withdrawals can help researchers appropriately interpret the
research results, design future weight management programs and trials of these programs.
One respondent commented,
“…Such data can be used in the results of studies to indicate whether …
non-research related reasons are causing them to withdraw or whether it is
indeed due to the intervention being studied.”

Seven main reasons for objection to withdrawal only for a valid reason
(1) A valid reason is difficult to define and judge.
There has been a concern that a valid reason is too subjective. For instance, one member
asked, “What is a good reason?” Another commented, “‘A good reason’ can be very
subjective. A reason may be very important to the participants but not the researchers.”
(2) It would affect participants’ autonomy and voluntariness.
It was pointed out that requiring for a valid reason would affect participants’ autonomy. One
member wrote, “Patients have autonomy and as long as they have been given all the
information to make an informed decision, we should respect that decision.”
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Others argued that “Patients are volunteers and should be free to withdraw at any time” or
“Participating in research is on a voluntary basis so they have the right to withdraw at any
time.”
(3) It may deter participation.
Some suspected that this may make recruitment difficult. Respondents replied that “…
demanding reasons could put people off” and “If their decisions are questioned then potential
participants might be reluctant to volunteer in the first place.”
(4) It may render the research inapplicable in real life.
Some expressed concern that patients might be pressurised to remain in a trial if they are
asked to provide a reason. One member stated, “Research participation should be completely
on voluntary basis. Any effort to influence that will change the outcome and may make the
whole research not applicable in real life”, and another commented, “…If withdrawal without
good reasons obscures the treatment effect, then this is what will happen in real life.”
(5) Consent is time-specific.
Some think that a patient’s consent only represents his decision there and then. For instance,
one wrote,
“Signing of a consent form is a time specific record of a person’s decision …
If a person subsequently decides to change their mind…, that decision must
be respected.”
Some commented that people should be allowed to change their mind at any time might
because they might have consented previously, but “People’s circumstances can change
leading to a review of commitments.” or “…they may have agreed without due
consideration...”
(6) It may cause inconsistency of research participants’ right to withdraw.
Some worry that changing participants’ right to withdraw only for weight management trials
will cause inconsistency of research participants’ right to withdraw. For example, one
member stated, “…The rights of people shouldn’t be variable….”, and another wrote, “It
would be completely wrong to change the ethical process for one group of society….”
(7) It shows disrespect for people’s privacy.
Some are concerned that some participants may not want to divulge their reasons because
they might be embarrassing, sensitive or personal. For example, some commented, “People
may have embarrassing reasons…that they do not want to share with anyone” or “This may
be a private issue … and we have no right to know.”

DISCUSSION
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In summary, our survey shows that REC members support the status quo but may be ready to
accept some of the less radical proposals identified above. Telling patients the importance of
their participation and consequences of their withdrawal at consent, then reminding them of
these throughout the trial and rewarding completers and those with valid withdrawals were
considered acceptable to the majority of ethics committees.
In our qualitative analysis, some of those who supported withdrawal only for a valid reason
argued that this would ensure patients’ decision to withdraw is an informed one and would
make patients to think more carefully before consent. However, of those who objected to this
conditional withdrawal, some identified the problem of defining what should count as a valid
reason. More research would be needed to determine such reasons. One of the limitations of
the survey was an ambiguity in the question with which approximately an half of respondents
completely agreed. They might have assumed that subjects still could withdraw without
having what might be considered by the investigator to be a valid reason. Either way, as
Edwards (2005) suggests, there may be a minimum level of human decency investigators
might expect of participants and having these data on reasons for withdrawal, even if the
subjects go through with their decision to withdraw, is methodologically considerably better
than having blank fields to analyse. Furthermore, allowing withdrawal conditional only on
having a valid reason could be compatible in principle with widely accepted standards for
respecting autonomy (Edwards 2005; Edwards 2011).
The response rate to this survey was disappointing at an estimated rate of 26%, which means
there might be some selection bias in our results. But the total number of responses is big
enough for us to be confident about the importance of our survey results and their potential
impact on improving retention in weight management trials.
Further research is recommended to find out the opinions of patients, healthcare professionals
and other ethics sectors on the acceptability of the proposed methods, not only in weight
management trials but also other trials. In addition, the methodological implications of
adopting new methods of recruitment and retention must be addressed to see whether the they
become an integral part of the intervention, perhaps casting doubt over the external validity
or generalizability of trial results. The issue with external validity on which basis an
intervention may be rolled out is not inevitable if further pragmatic trials are done.
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