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INTRODUCTION 
 

This report presents the results of an evaluation of the use by four Research Ethics 
Committees (RECs) of the Standard Application Form for the ethical review of health 
related studies which are not clinical trials of medicinal products for human use as 
defined in SI 190/2004 (Standard Application Form). 

In 2009 a group of Irish Research Ethics Committees agreed to collaborate on 
developing a common form for research ethics applications (See Appendix A - 
Consultation Group).  While trials of medicinal products are subject to a common 
application form issued by the Department of Health and Children, this has not been 
the case for other types of health-related research.  This includes, for example, 
investigator led research, radiotherapy trials and trials of medical devices.  This placed 
a burden on those researchers wishing to undertake multi-site studies who had to 
complete a separate REC application for each hospital site.  The main rationale of the 
Standard Application Form project was that applicants would be able to complete a 
form once and submit it to multiple committees.  One of the anticipated benefits of one 
standard application form is that the research ethics application process will become 
more streamlined and the costs of health-related research, which are often funded by 
charitable bodies and the taxpayer, will be reduced. 

Over the course of 2009 the Consultation Group developed a Standard Application Form 
that was issued as a pilot form in January 2010.  The four following RECs agreed to 
pilot the form for a period of 3 months (subsequently extended to six months): 

1. Adelaide and Meath Hospital incorporating the National Children’s Hospital/St. 
James’s Hospital 

2. HSE South East 

3. Irish College of General Practitioners 

4. Mater Misericordiae University Hospital and Mater Private Hospital. 

In addition, for a small number of REC applications, the St. Vincent’s healthcare Group 
REC agreed for the pilot form to be used in situations where it was being submitted to 
one or more of the piloting RECs.  From the outset it was agreed that the piloting of 
the new form should be evaluated from both the perspective of applicants and those 
RECs receiving applications. 

The following Pilot Form Sub-Group was established to conduct the evaluation process: 

Collins, Claire Irish College of General Practitioners 
Gaynor, Siobhan Irish Clinical Research Infrastructure Network 
Lamb, Caroline HSE South East 
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McCourt, John Dublin Centre for Clinical Research 
McDonnell, Joan St. Vincent’s Healthcare Group 
O’Neill, Sarah Mater Misericordiae University Hospital 
Ryan, Ursula  AMNCH/ St. James’s Hospital 
Saunders, Jean Mid Western Regional Hospital Complex 
Towns, Jeremy Dublin Centre for Clinical Research (Facilitator). 

 
The purpose of the evaluation is to recommend to those considering adopting the 
Standard Application Form that it is fit for purpose and meets the needs of potential 
applicants and Research Ethics Committees. 
 
The Consultation Group’s mandate comes from its members who have voluntarily 
agreed to collaborate on the development of the Standard Application Form. 
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EVALUATION OBJECTIVES 
 

The evaluation group set itself the goal of being able to recommend at the end of the 
trial period whether the form should continue to be used by the piloting committees 
and adopted by other committees across Ireland.  The specific objectives of the Pilot 
Working Group were: 

1. To design an evaluation framework for the piloting of the Standard Application 
Form and to assess whether it is suitable for widespread use; 

2. To gather the data required to evaluate the use of the form by both applicants 
and RECs; 

3. To perform the analysis of the information required to make the evaluation; 
4. To amend the text of particular questions in the Standard Application Form in 

response to issues and concerns identified in the course of the pilot; 
5. To ensure that the final version of Standard Application Form Guidance Manual, 

where appropriate, responds to information needs identified during the course 
of the pilot; 

6. Based on the evaluation, recommend whether or not the Standard Application 
Form should be adopted by other Irish RECs; 

7. To keep the Non-Piloting Committees updated as to the progress of the Pilot 
Working Group at regular intervals. 
 

The achievement of these objectives is documented in this evaluation report. 
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EVALUATION METHODOLOGY 
 

This section describes the implementation of the pilot phase and the approach to 
evaluation adopted by the Pilot Working Group.  The Pilot Working Group did not have 
extensive resources available for its work and the overriding concern was to conduct a 
good quality evaluation within the resources and time available.  The Pilot Working 
Group is confident that a good evaluation has been undertaken and believes that a 
more comprehensive evaluation would not alter the overall conclusion of this report. 

 

INITIATION OF THE PILOT PHASE 
 
The pilot version of the Standard Application Form (Version 0) was finalised in 
December 2009 and made available through the Molecular Medicine Ireland web site 
(www.MolecularMedicineIreland.ie/Research).  Two versions of the form were made 
available: 

1. A straightforward Word document. 

2. A programmed Word document (“Smart” Form) that provided a “help” function 
and automatically deleted irrelevant sections of the form based on applicant 
responses to particular questions. 

In addition, a Guidance document was made available to help applicants download and 
complete the form.  Four RECs agreed to use the pilot form, initially for a three month 
period, which was subsequently extended to a six month period. 

The Pilot Form Sub-Group held its first meeting on the 19th January 2010.  The 
following four committees subsequently volunteered to trial the form and to take part in 
the formal evaluation process: 

1. Adelaide & Meath Hospital, Dublin, incorporating National Children’s Hospital / 
St. James’s Hospital 

2. HSE South East  
3. Irish College of General Practitioners  
4. Mater Misericordiae University Hospital and Mater Private Hospital. 

 
All four Committees agreed to exclusively use the Pilot Standard Application Form 
during the pilot phase for all proposed research studies not covered by the existing 
DoHC form.  In addition the REC at St. Vincent’s Hospital Group agreed that their 
Committee would allow the use of the form in situations where REC applications were 
being made to one or more of the other RECs. 
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DATA PLAN 
 
The Pilot Form Sub-Group decided to evaluate the use of the form from three main 
perspectives: 

1. The perspective of the researcher applicant completing and submitting the form 
2. The perspective of RECs evaluating applications and administrating the REC 

approval process 
3. A systemic perspective that examines the common form from the perspective of 

improving the overall clinical research system in Ireland. 
 
To meet these needs the Pilot Working Group agreed to the following Data Plan.  The 
results from these data sources are presented in the next section. 
 

USER PERSPECTIVE  DATA SOURCE 

Researcher Applicant  On‐line questionnaire survey 
 

Research Ethics 
Committee/Administrator 
 

Correspondence with Research Ethics Committee 

Clinical Research System  Irish Clinical Research Infrastructure Network 
On‐line survey 

 

WORK PLAN 
 
The Pilot Working Group met on four occasions between January and July 2010 on the 
following dates: 

Meeting Date Main Meeting Outcomes 

19 January 2010 Confirmation of RECs participating in Pilot 
Agreement on evaluation methodology 
Agreement on on-line questionnaire for applicants 

27th April 2010 Decision to extend pilot to end of July 
Acknowledgement that “Smart” version of form not suited 
to all IT environments 

24th June 2010 Confirmation that Pilot Phase to end at the end of July 
Agreement on format of Common Form Guidance 
Document 
Agreement on outline of Evaluation Report 

26th July 2010 Finalisation of Evaluation Report 
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FINDINGS 
 

During the course of the pilot 150 applications were made to the piloting RECs using 
the Common Form.  The breakdown of applications between RECS is presented in the 
following table.   

Breakdown of REC Applications Made Using the Pilot Standard 
Application Form Between January and July 2010 

Research Ethics Committee Number of Applications Received 
Using The Common Form 

AMNCH/St. James’s Hospital 104 

HSE Southeast 12 

Irish College of General Practitioners 24 

Mater Misericordiae University Hospital 8 

St. Vincent’s Healthcare Group 2 

TOTAL 150 

 

APPLICANTS 
 

Each applicant was requested to complete an online survey questionnaire and the 
questions are presented in Appendix B.  It can also be found on-line at 
http://www.surveymonkey.com/s/RKZHTWF.     A detailed analysis of the applicants 
responses can be found in Appendix C.   
The main findings are: 

• 87% (13/15) of the respondents agreed, or strongly agreed, that the questions 
were clear 

• 87% (13/15) of the respondents agreed, or strongly agreed, that the 
directions/explanations given were helpful 

• 60% (9/15) of the respondents agreed, or strongly agreed, that the form was 
easy to complete from a technical perspective 

• 45% (6/13) of the respondents agreed, or strongly agreed, that they found the 
form easier to use than that previously used 
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• All (14/15) of the respondents agreed, or strongly agreed, that they would 
prefer to have only one form to complete if applying to multiple centres 

• All (14/14) of the respondents agreed, or strongly agreed, that they would be in 
favour of a fully on-line submission. 

 
Importantly, a cross-tabular analysis of the data confirmed that the majority of 
respondents were in favour of a common form, even those that had a less favourable 
experience of using the Standard Application Form. 
 
In the early part of the pilot, some of the applicants using the “smart” version of the 
Standard Application Form had difficulty using it.  This was judged to be because the 
file was large and required a lot of computer memory.  In addition, because of its size, 
applicants were sometimes prevented from downloading the smart form by institutional 
firewalls.  These problems mostly, but not entirely, affected applicants with older IT 
infrastructures, particularly those applying from HSE sites.  Later in the pilot these 
applicants were encouraged to use the normal Word form.  This is judged to be the 
reason why some respondents were less favourable in their responses about the form 
being easier to use from a technical perspective and better than previous forms.  

 

COMMITTEES 
 

Each of the piloting RECs were asked to consider their experience with the Common 
Form and all Committees formally responded by letter.  These are contained in 
Appendix D. 

All of the piloting committees were satisfied with the Pilot Standard Application Form 
and are prepared to continue using the form following some minor amendments.   

Committees appreciated the value of a common form for researchers making 
applications to multiple RECs. 

 

RESEARCH SYSTEM PERSPECTIVE 
 

The Pilot Form Sub-Group is responsible for evaluating pilot phase.  RECs are not 
responsible for the clinical research system, but agree that the common form has the 
potential to improve the operational performance of clinical research in Ireland.  These 
benefits include: 

1. More and more clinical research involves multiple sites and a Standard 
Application Form streamlines the research ethics process for researchers 
involved in multi-site studies. 
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2. By adopting a Standard Form, RECs and Hospital Boards/HSE Regions can be 
reasonably confident that the form follows a national standard and is fit for 
purpose. 

3. A Standard Application Form makes it more viable to train researchers on how 
to complete a Research Ethics form.  Ireland is investing heavily in clinical 
research training in terms of training research nurses and clinician scientists and 
training on the Standard Application Form can be introduced to these and other 
training courses. 

4. A Standard Application Form may also enhance the training already being 
provided to REC members. 

5. A Standard Application Form makes it easier to promote a consistent national 
approach to the submission and evaluation of REC applications. 
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CONCLUSIONS 
 

The overall conclusion is that the Pilot Application Form worked well for both applicants 
and committees. 

The “smart” version of the form was not always as successful and the lesson learned is 
that in healthcare settings there is a wide national variation in IT infrastructure, 
standards and policies (e.g. firewall settings).  The conclusion drawn is that technical 
solutions need to be carefully planned and implemented. 

The logic of a Standard Application Form seems to have gained wide acceptance across 
most RECs.  There is recognition that a Standard Application Form will be more 
comprehensive than most current forms because it needs to address the widest range 
of possible research activities (e.g. Paediatrics, Radiotherapy, Medical Device Trials).  
There is a trade-off between the efficiencies of a standard form against the added 
scope of a form that must satisfy a variety of research needs.  Within the standard 
form this is managed by identifying specific sections that only need to be completed for 
specific types of research. 
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RECOMMENDATIONS 
 

Based on the foregoing evaluation the Pilot Form Working Group makes the following 
recommendations: 

1. That the Standard Application Form (Version 5.4, August 2010) be made 
available to other Research Ethics Committees. 

2. That RECS accept the offer made by Molecular Medicine Ireland to make 
available its website for hosting the Standard Application Form (Version 5.4) 
and accompanying Guidance Manual permitting theses documents to be freely 
downloaded by applicants. 

3. That the Standard Application Form (Version 5.4) be ‘locked’ or ‘frozen’ for an 
initial period of 6 months (until 1 March 2011) and after this date a meeting 
should be held among representatives of committees using the form, and those 
considering using the form,  with a view to amending the form, and its 
accompanying Guidance Manual if required.  This review would take into 
account any changes to legislation and international guidelines and facilitate 
requests from individual committees with regard to changes to the text of 
individual questions. 

4. Those Committees wishing to proceed towards an on-line REC application 
process be encouraged to do so, as long as the on-line version of the form is 
consistent with the agreed Standard Application Form. 

5. Where technically feasible, applicants should be encouraged to use the “smart” 
version of the form as they will find the form easier to use.  Where technical 
and other issues make this difficult, then the normal Word Version of the form 
should be used. 

 

 



13 | P a g e     A u g u s t   2 0 1 0  

 

APPENDIX A – STANDARD APPLICATION FORM CONSULTATION GROUP 

MEMBERSHIP 
 

CONSULTATION GROUP  
 

Bradley, Colin Irish College of General Practitioners 
Collins, Claire Irish College of General Practitioners 
Fitzgerald, Barbara Naas General Hospital 
Gargan, Angela National Maternity Hospital 
Jensen Kavanagh, Mette Sligo General Hospital 
Kirkham, Colin Rotunda Hospital 
Lamb, Caroline HSE South East 
Leonard, Marie Our Lady’s Children’s Hospital 
Lynch, Dan Adelaide & Meath Hospital incorporating the 

National Children’s Hospital / St. James’s Hospital 
Marsden, Paul HSE Midland Area 
Mayne, Philip Children’s University Hospital 
McCourt, John Dublin Centre for Clinical Research 
McDonnell, Joan St. Vincent’s Healthcare Group 
McLoughlin, Declan St. Patrick’s University Hospital 
O’Neill, Sarah Mater Misericordiae University Hospital 
Owens, Valerie St. Luke’s Hospital (Rathgar) 
Quinn, Rosie HSE North East 
Rice, Claire Our Lady’s Children’s Hospital 
Ryan, Ursula  Adelaide & Meath Hospital incorporating the 

National Children’s Hospital / St. James’s Hospital 
Saunders, Jean Mid Western Regional Hospital Complex 
Stanton, Alice Beaumont Hospital 
Toomey, Dave  Dublin Centre for Clinical Research 
Towns, Jeremy (Facilitator) Dublin Centre for Clinical Research 
Vale, Gillian Beaumont Hospital 
 
 

PILOT FORM SUB-GROUP 
 
Collins, Claire Irish College of General Practitioners 
Gaynor, Siobhan Irish Clinical Research Infrastructure Network 
Lamb, Caroline HSE South East 
McCourt, John Dublin Centre for Clinical Research 
McDonnell, Joan St. Vincent’s Healthcare Group 
O’Neill, Sarah Mater Misericordiae University Hospital 
Ryan, Ursula (Project Lead) Adelaide & Meath Hospital, Dublin, incorporating the 

National Children’s Hospital / St. James’s Hospital 
Saunders, Jean Mid Western Regional Hospital Complex 
Towns, Jeremy (Facilitator) Dublin Centre for Clinical Research 
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APPENDIX B – ON-LINE SURVEY QUESTIONNAIRE 
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APPENDIX C – ONLINE SURVEY RESPONSES 
 

The questions were clear 

  Frequency Percentage 

Valid Strongly agree 3 20.0

Agree 10 66.7

Neither agree nor disagree 1 6.7

Disagree 1 6.7

Total 15 100.0

 

The directions/explanations given were helpful 

  Frequency Percentage 

Valid Strongly agree 6 40.0

Agree 7 46.7

Neither agree nor disagree 1 6.7

Disagree 1 6.7

Total 15 100.0
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The form was easy to complete from a technical perspective 

  Frequency Percentage 

Valid Strongly agree 2 13.3

Agree 7 46.7

Neither agree nor disagree 2 13.3

Disagree 4 26.7

Total 15 100.0

 

The form is better than that previously used 

  Frequency Percentage 

Valid Strongly agree 2 15.4

Agree 4 30.8

Neither agree nor disagree 4 30.8

Disagree 2 15.4

Strongly Disagree 1 7.7

Total 13 100.0

Missing System 2  

Total 15  
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It is preferable to have only one form to complete if 

applying to multiple committees 

  Frequency Percentage 

Valid Strongly agree 14 93.3

Agree 1 6.7

Total 15 100.0

 

I would be in favour of a fully online submission 

  Frequency Percent Valid Percentage

Valid Strongly agree 12 80.0 85.7

Agree 2 13.3 14.3

Total 14 93.3 100.0

Missing System 1 6.7  

Total 15 100.0  

 



19 | P a g e     A u g u s t   2 0 1 0  

 

 

It is preferable to have only one form to complete if applying to multiple committees Crosstabulated With  

The form is better than that previously used 

      The form is better than that previously used 

      Strongly 

agree Agree Neither Disagree 

Strongly 

Disagree Total 

It is 

preferable to 

have only 

one form to 

complete if 

applying to 

multiple 

committees? 

Strongly 

agree 

Count 2 3 4 2 1 12

Expected Count 1.8 3.7 3.7 1.8 .9 12.0

% within The form 

is better than that 

previously used 

100.0% 75.0% 100.0% 100.0% 100.0% 92.3%

Agree Count 0 1 0 0 0 1

Expected Count .2 .3 .3 .2 .1 1.0

% within The form 

is better than that 

previously used 

.0% 25.0% .0% .0% .0% 7.7%

Total Count 2 4 4 2 1 13

Expected Count 2.0 4.0 4.0 2.0 1.0 13.0

% within The form 

is better than that 

previously used 

100.0% 100.0% 100.0% 100.0% 100.0% 100.0%
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It is preferable to have only one form to complete if applying to multiple committees Crosstabulated With

The form was easy to complete from a technical perspective 

    The form was easy to complete from a technical 

perspective 

    Strongly 

agree Agree Neither Disagree Total 

It is 

preferable to 

have only 

one form to 

complete if 

applying to 

multiple 

committees 

Strongly 

agree 

Count 2 6 2 4 14

Expected Count 1.9 6.5 1.9 3.7 14.0

% within The form was easy to 

complete from a technical 

perspective 

100.0% 85.7% 100.0% 100.0% 93.3%

Agree Count 0 1 0 0 1

Expected Count .1 .5 .1 .3 1.0

% within The form was easy to 

complete from a technical 

perspective 

.0% 14.3% .0% .0% 6.7%

Total Count 2 7 2 4 15

Expected Count 2.0 7.0 2.0 4.0 15.0

% within The form was easy to 

complete from a technical 

perspective 

100.0% 100.0% 100.0% 100.0% 100.0%
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APPENDIX D - LETTERS FROM PILOTING COMMITTEES 
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