
PEER REVIEW HISTORY 

BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) Can an ethics officer role reduce delays in research ethics approval? 
A mixed-method evaluation of an improvement project 

AUTHORS DixonWoods, Mary; Foy, Chris; Hayden, Charlotte; Salman, Rustam; 
Tebbutt, Stephen; Schroter, Sara 

 

VERSION 1 - REVIEW 

REVIEWER Doug Wassenaar 
SARETI, UKZN, Pietermaritzburg, South Africa 

REVIEW RETURNED 16-May-2016 

 

GENERAL COMMENTS This is an interesting and novel study to evaluate an experimental 
change in REC functioning. Although the design seems flawed by 
'real-world' factors, readers can benefit from the findings, especially 
if clearer suggestions for design improvements are recommended 
for future researchers.  
 
This is a very interesting report evaluating a non-randomised formal 
intervention aimed at improving  REC outcomes and turnaround 
times.  The intervention involved the inclusion of a trained ethics 
officer to several experimental RECs. Quantitative and categorical 
outcome data were evaluated, in addition to a process evaluation 
based on a survey of applicants and document analysis in a real-
world setting. 
 
As stated by the authors, the study is one of the few that attempts to 
formally evaluate an intervention in REC functioning, and as such, 
makes a useful contribution to the literature, even though the 
intervention was not shown to significantly improve REC 
performance. Design flaws also undermine the findings to some 
extent. 
 
The authors could make it clearer in the abstract and possibly the 
study title that the outcome raters were blinded.  
 
In the Background to the study the authors could contextualise 
ethics review systems as key components of an evidence based 
health system (p 4). See e.g. Marais, IJsselmuiden et al (2012) 
 
Par. 2 of the background is very clear, but is very UK focussed – a 
more global perspective could also briefly be mentioned, as efforts 
to improve REC efficiency and effectiveness are increasing globally 
(See Abbott & Grady 2011). 
 
Lines 53 onwards on p. 2 could mention that the standard of ethics 
training or experience of applicants must also, theoretically at least, 
impact on the quality of applications and the likelihood of first-time-
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approval. 
 
p. 4 Lines 56-57 – paper by Tsoka-Gwegweni & Wassenaar 2014 
might also be of interest. 
 
A major problem for the paper is that no clear justification is provided 
for the intervention in question. Why an ethics officer and not – for 
example, more office staff, an electronic review system, or advanced 
ethics training for members/applicants/postgraduates etc.? Better 
justification is required. 
 
The paper does not mention whether the participating RECs had 
electronic review systems in place or were paper-based manual 
management systems. 
 
A justification is also required for the specific role of the ethics officer 
described on p. 5 – why these tasks and not, for example, pointing 
out things on the application that would require changes, with advice 
on the required changes? 
 
A problem with the design is also that there is no guarantee that the 
advice given by the ethics officer would concur with the REC’s 
review of the application (as was indeed found – p. 11, lines 25-40) 
– it is of course theoretically possible that the ethics officers 
unwittingly undermined the chances of first-time approval. The paper 
is vague on the specific training and eligibility criteria of those 
appointed as ethics officers – meaning that the intervention may 
indeed have been a non-standardised one, confounding 
interpretation of outcomes. This should be mentioned in the 
limitations section.  
 
It is possible that a design improvement would have been 1) to 
standardise the training, eligibility thresholds and precise roles of 
those serving as eligibility officers, and 2) to allow the ethics officers 
and consenting applicants to amend their applications before formal 
ethics review. The clock could start on formal submission date.  The 
same (clear) outcome criteria could be applied. This could be more 
fully developed in suggestions for future related research. The first 
suggestion (1) above is relevant to the finding that some ethics 
officers deviated from instructions (pp. 10-11). 
 
Check that all abbreviations are provided in full on first mention 
(HRA), (CTIMP). 
 
Results – some averages would help with ease of reading – 
average workload per REC and for experimental (31) and control 
groups (29) during the research period. 
 
P. 10 line 1: The number of administrative staff per REC should also 
have been mentioned or controlled for – surely this would impact on 
turnaround time, especially if workloads are comparable per REC.  
 
Some percentages on p. 11 lines 44-52 would help. 
 
Check figures in parag 2 on p. 12 –  
 
Discussion:  
 
Some of the recommendations (p. 13, lines 1-14) are not clear – e.g. 
would “more administrative support” be for the applicants or the REC 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-011973 on 31 A

ugust 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


itself; why should ‘sponsors’ check applications – they generally 
leave applications to PIs….? 
 
As mentioned above, surely ethics training interventions for 
applicants and REC members could also improve outcomes (P. 13 
lines 16-18)? 
 
Robert Klitzman (Ethics Police, 2015) and Laura Stark’s (Behind 
Closed Doors, 2011) qualitative work on RECs/IRBs could enrich the 
discussion of the ethnography or review committees.   
 
Conclusions: Seem appropriate and reasonable.  Some more 
methodologically detailed suggestions for improving the design in 
future related studies would be appreciated by readers. 
 

 

REVIEWER Rosemarie Bernabe 
University Medical Center Utrecht, the Netherlands 

REVIEW RETURNED 19-Jun-2016 

 

GENERAL COMMENTS The reviewer completed the checklist but made no further 
comments. 

 

VERSION 1 – AUTHOR RESPONSE 

The authors could make it clearer in the abstract and possibly the study title that the outcome raters 

were blinded.  

 

RESPONSE: There was no rating of the outcome, since the outcomes were the decisions of the 

committee. Those coding the documents were blinded to the outcome of the reviewer. Having 

considered the reviewer’s suggestion carefully, we think a change to the abstract or title might draw 

undue attention to what is a minor element of the study.  

 

In the Background to the study the authors could contextualise ethics review systems as key 

components of an evidence based health system (p 4). See e.g. Marais, IJsselmuiden et al (2012)  

 

RESPONSE: we have done this.  

 

Par. 2 of the background is very clear, but is very UK focussed – a more global perspective could also 

briefly be mentioned, as efforts to improve REC efficiency and effectiveness are increasing globally 

(See Abbott & Grady 2011).  

 

RESPONSE: We have done this.  

 

Lines 53 onwards on p. 2 could mention that the standard of ethics training or experience of 

applicants must also, theoretically at least, impact on the quality of applications and the likelihood of 

first-time-approval.  

 

RESPONSE: We have mentioned this in the Discussion instead of the Introduction, as it seemed to fit 

better there.  

 

p. 4 Lines 56-57 – paper by Tsoka-Gwegweni & Wassenaar 2014 might also be of interest.  

 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-011973 on 31 A

ugust 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


RESPONSE: We have cited this paper.  

 

A major problem for the paper is that no clear justification is provided for the intervention in question. 

Why an ethics officer and not – for example, more office staff, an electronic review system, or 

advanced ethics training for members/applicants/postgraduates etc.? Better justification is required.  

 

RESPONSE: We have now provided a clearer rationale for the intervention. We have explained that 

all of the other interventions suggested by the reviewer had already been implemented; only the 

ethics officer intervention was seen as being new and experimental.  

 

The paper does not mention whether the participating RECs had electronic review systems in place or 

were paper-based manual management systems.  

 

RESPONSE: Electronic systems are used for making applications, recording decisions and 

communicating with applications, but the ethics officers in this study used paper-based systems to 

undertake their review.  

 

A justification is also required for the specific role of the ethics officer described on p. 5 – why these 

tasks and not, for example, pointing out things on the application that would require changes, with 

advice on the required changes?  

 

 

RESPONSE: We have now explained that the reasons for the particular role given to the ethics officer 

in this study. We have also explained that the ethics officer could identify issues that might potentially 

require changes and discuss with the applicant what those changes might comprise.  

 

 

A problem with the design is also that there is no guarantee that the advice given by the ethics officer 

would concur with the REC’s review of the application (as was indeed found – p. 11, lines 25-40) – it 

is of course theoretically possible that the ethics officers unwittingly undermined the chances of first-

time approval. The paper is vague on the specific training and eligibility criteria of those appointed as 

ethics officers – meaning that the intervention may indeed have been a non-standardised one, 

confounding interpretation of outcomes. This should be mentioned in the limitations section.  

 

RESPONSE: We agree that the behaviour and advice of the ethics officer might differ from REC’s, but 

that was partly why we undertook the study. It is not so much a limitation of the design as a limitation 

of the system: RECs’ decision-making is not wholly predictable, and therefore ethics officers cannot 

be expected to second-guess their decisions. We agree that the training of the ethics officers was not 

standardised, and have now mentioned this in the Discussion section.  

 

It is possible that a design improvement would have been 1) to standardise the training, eligibility 

thresholds and precise roles of those serving as eligibility officers, and 2) to allow the ethics officers 

and consenting applicants to amend their applications before formal ethics review. The clock could 

start on formal submission date. The same (clear) outcome criteria could be applied. This could be 

more fully developed in suggestions for future related research. The first suggestion (1) above is 

relevant to the finding that some ethics officers deviated from instructions (pp. 10-11).  

 

RESPONSE: We have now mentioned these as recommendations for future designs.  

 

Check that all abbreviations are provided in full on first mention (HRA), (CTIMP).  

 

RESPONSE: We have now checked this.  
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Results – some averages would help with ease of reading – average workload per REC and for 

experimental (31) and control groups (29) during the research period.  

 

RESPONSE: Mean 4.99 applications per meeting for ethics officer RECs, 5.03 for comparator RECs. 

We have now included this in the article.  

 

P. 10 line 1: The number of administrative staff per REC should also have been mentioned or 

controlled for – surely this would impact on turnaround time, especially if workloads are comparable 

per REC.  

 

RESPONSE: All RECs have approximately the same level of administrative support.  

 

Some percentages on p. 11 lines 44-52 would help.  

 

We have included some percentages.  

 

Check figures in parag 2 on p. 12 –  

 

We have checked and corrected these figures.  

 

Discussion:  

 

Some of the recommendations (p. 13, lines 1-14) are not clear – e.g. would “more administrative 

support” be for the applicants or the REC itself; why should ‘sponsors’ check applications – they 

generally leave applications to PIs….?  

 

RESPONSE: We have now amended this and made clear the role of sponsors.  

 

As mentioned above, surely ethics training interventions for applicants and REC members could also 

improve outcomes (P. 13 lines 16-18)?  

 

RESPONSE: We have emphasised the need for better education and training.  

 

Robert Klitzman (Ethics Police, 2015) and Laura Stark’s (Behind Closed Doors, 2011) qualitative work 

on RECs/IRBs could enrich the discussion of the ethnography or review committees.  

 

RESPONSE:  

 

Conclusions: Seem appropriate and reasonable. Some more methodologically detailed suggestions 

for improving the design in future related studies would be appreciated by readers.  

 

RESPONSE: We have now included more methodological suggestions. 

VERSION 2 – REVIEW 

REVIEWER Douglas Wassenaar 
UKZN, South Africa 

REVIEW RETURNED 19-Jul-2016 

 

GENERAL COMMENTS The authors have engaged actively with reviewer's comments and 
the paper is recommended for publication.  
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Careful attention should be paid to proof-reading the revised version 
once changes are accepted, as there seem to be some potential 
typos and minor grammatical issues in the revised sections. 
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