
Multi-Centre Research Ethics Committees Application Form - February 1998  appform.doc 

MULTI-CENTRE RESEARCH ETHICS COMMITTEES 
 

APPLICATION FORM 

INSTRUCTIONS: Please complete in type.  Please place a circle around Yes/No options as 
appropriate.  A version of this form is  available on disc from the administrator of the MREC. 
 
It is essential that this form is completed fully and sent with relevant enclosures. You should not 
simply refer to the protocol but complete the form with the information requested. Please refer to 
the accompanying Guidance Notes when completing the form and complete the checklist before 
sending.  Where a question is not applicable it is important to make this clear and not to leave it blank.  
It is important that the language used in this application is clear and understandable to lay 
members.  All abbreviations should be explained. 
 

Applicant’s Checklist 
Please indicate if the following have been enclosed by underlining or placing a circle round 
Yes/No/Not applicable options. 
 
Application Form (one copy only) Yes No  

Full protocol with reference details (six copies) Yes No Not applicable 

Application Fee of £1000 Yes No Not applicable 

Research subject consent form with version number and date Yes No Not applicable 

Research subject information sheet with version number and date Yes No Not applicable 

Advertisement for research subjects Yes No Not applicable 

GP/consultant information sheet or letter Yes No Not applicable 

Interview schedules for research subjects Yes No Not applicable 

Letters of invitation to research subjects Yes No Not applicable 

Questionnaire*  Finalised/Not yet finalised Yes No Not applicable 

Researchers brochure or data sheet for all drugs (six copies) Yes No Not applicable 
Statement regarding compensation arrangements (one copy only) Yes No Not applicable 

Principal Researcher c.v. (one copy only) Yes No Not applicable 

CTX/CTC/DDX (one copy only) Yes No Not applicable 

Annexe A** Yes No Not applicable 

Annexe B*** Yes No Not applicable 

Annexe C**** Yes No Not applicable 

 
* Please indicate whether or not this is the final version 

** Required if the study involves the use of a new medicinal product or medical device, or the use 
of an existing product outside the terms of its product  licence.  Annexe A is attached to the 
Application Form. 

*** Required if the study includes the use of ionising, radioactive substances or X-Rays.  Annexe B 
is attached to the Application Form. 

**** Information concerning local researchers should always be given where possible at this stage.  
Annexe C is attached to the Application Form. Please make additional copies as necessary.

For official MREC Use Only For official MREC Use Only 
 
 

         MREC/           /           / 
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SECTION 1 Details of applicant(s) 
 
 
1. Short title of project (including any version dates): 
 

 
 Full title: 
 

 
 
2. Principal researcher (who will be responsible for dealing with the MREC) 
 
 Surname: 
 

 
 Forename: 
 

 
 Title: 
 

 
 Present appointment of applicant: 
 

 
 Qualifications: 
 

 
 Address: 
 

 
 Tel: 
 

 
 Fax: 
 

 
 E-Mail: 
 

 

Survey of NHS outpatients 

Survey of outpatient departments in acute NHS hospital trusts in England 

Scobie 

Sarah 

Dr 

Assistant Director, Research and Information 

PhD 

Commission for Health Improvement, Finsbury Tower, 103-105 Bunhill Row, London EC1Y 
8TG 

020 7448 9320 

020 7448 9222 

Sarah.scobie@chi.nhs.uk 
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3. Senior researcher at LEAD centre (if different from above) 
 
 Surname: 
 

 
 Forename: 
 

 
 Title: 
 

 
 Present appointment: 
 

 
 Qualifications: 
 

 
 
4. Who is sponsoring the study? 
 
 Contact name: 
 

 
 Organisation: 
 

 
 Address: 
 

 
 Tel: 
 

 
 Fax: 
 

 
 E-Mail: 
 

 
 
5. Drug Company Reference Number 
 

N/A 

 

Reeves 

Rachel 

Dr 

NHS survey advice centre manager, Picker Institute Europe 

PhD 

Sarah Scobie 

Details as above 
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6. Will researchers be paid for taking part in the study?  Yes No 

 

 If so, will BMA guidelines (Manual II.47 - see Guidelines) be followed? Yes No 

 
 If not, why not? 

 

 
 
7. Proposed start date and duration of the study 
 

 
 
8. What other researchers are/do you intend to be involved in this project?  (Details of 
 researchers added subsequently must be notified to the MREC) 
 Please use the form attached at Annexe C 
 

 
 

 

December 2002 for 7 months 

Picker Institute Europe are developing the survey methodology and will be undertaking 
collation and analysis of the survey results.   
 
Picker Institute Europe specialise in measuring patients' experiences of health care and using 
this information to improve the provision of health care.  They work with health care providers 
throughout Europe using scientifically validated instruments and rigorous survey 
methodologies to evaluate the quality of services and provide organisations with actionable 
feedback.   Picker Institute Europe is a registered charity with headquarters in Oxford, and 
branch offices in Germany, Sweden and Switzerland.  To date, more than 380,000 patients in 
Europe have participated in their surveys and qualitative research.  Picker Europe are affiliated 
to the Institute of Health Sciences at the University of Oxford and are the only specialist 
provider of patient surveys in the UK.  Picker patient surveys are also widely used in the USA 
under the auspices of the National Research Corporation. 
 
As with the inpatient survey, a number of organisations will have a framework arrangement 
allowing trusts to contract out the survey: the re-tendering process for identifying these 
contractors is still in progress.  Details for the organisations will be available at the end of 
October, and can be sent on. 
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SECTION 2 Details of project 
 
This section must be completed fully.  A copy of the protocol should be enclosed with the application 
form, but it is not sufficient to complete questions by referring to the protocol. 
 
 
9. Aims and objectives of project (Approx. 250 words) 
 

 
 
10. Scientific background of study (Approx. 250 words) 
 

 

Improving the experience of each individual patient is at the centre of the NHS Plan reforms.  
Obtaining feedback from patients and taking account of their views and priorities is vital for the 
delivery of the plan and for driving real service improvements year on year.  The Plan requires 
all NHS Trusts to carry out local surveys to ask patients for their views on the services they 
have received.   
 
An important part of active performance management is to enable Trusts to make meaningful 
comparisons between themselves based on reliable data.  Information collected in a nationally 
consistent way is also essential to support public and parliamentary accountability.  Last year 
(2001-02), all acute NHS trusts in England carried out a survey of inpatients.  The results are 
already being used by trusts to target quality improvements where they are most needed to 
improve patients’ experiences.  The results were also used to compute patient focused 
performance ratings.  We are planning to repeat the inpatient surveys in 2003-04 when trusts 
have had an opportunity to act on their inpatient survey findings. 
 
This year (2002-03), we plan to carry surveys of outpatients and emergency (A&E/ Casualty) 
departments in acute NHS Trusts, using the same methodology as in the inpatient surveys.  A 
separate application addresses the emergency department survey.  Outpatients has been 
highlighted as a policy priority because of the high numbers of patients who come into contact 
with their services, and their reported shortcomings.   Information from the surveys will enable 
trusts to identify areas for local service improvement, and will also be used to compute 
performance indicators for the next set of acute trust performance ratings, due for publication 
in summer 2003. 

Whilst there have been many surveys of NHS Patients, they have often had a number of 
shortcomings.   
 
The principal drawback is that patients are often asked to rate their satisfaction with treatment.  
It has been shown that, while this methodology tends to yield very positive responses, the 
results are of little practical use to managers and clinicians aiming to improve the care they 
give to patients.  For example, a study of over 5,000 hospital patients in 1993 carried out by the 
Picker Institute and the National Centre for Social Research showed that patients rated being 
around 95% satisfied with their care on a number of general questions.  However, in the same 
survey, patients were asked to report in detail on what happened to them and this produced a 
much more reliable set of results which highlighted a number of problem areas of great 
concern to patients.  Such questions provide much more valuable information to managers and 
clinicians to help them evaluate and improve the care they provide. 
 
The approach of asking patients to report in detail on what happened to them has been used 
successfully in national surveys sponsored by the Department of Health on General Practice 
(over 60,000 patients), CHD patients (over 84,000 patients) and the trust-based national Acute 
Inpatient Survey (over 95,000 patients).   
 
One drawback of centrally-run national surveys is their lack of local ownership – and its 
consequent lack of local impetus for improvement.  For this reason, last years inpatient survey 
included a core set of compulsory questions along with a question bank for trusts to customise 
the questionnaire to address local priorities.  This approach will be adopted in the forthcoming 
outpatient survey. 
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11. Brief outline of project (Approx. 250 words) 
 

 
 
12. Study design (e.g. RCT, cohort, case control, epidemiological analysis) 
 

 

All acute NHS Trusts in England will be required to carry out a survey of recent attendees at 
their outpatients Department.  The survey will be based on a sample of 850 patients in each 
department, with the aim of achieving at least 500 responses for each department.   
 
Content of questionnaires 
The questionnaire will be divided into core, compulsory, questions and optional additional 
questions from a question bank.  The draft questionnaire submitted with this application has 
not yet been divided in this way, but forms the complete set of questions from which the core 
and bank questions will be drawn.  This flexibility is designed to promote a sense of local 
ownership of the survey process and to facilitate engagement with the survey findings so that 
patient-centred quality improvements are a priority for staff at all levels.    
 
Administration of survey 
Trusts will be permitted to carry out the survey themselves, or to appoint one of a number of 
survey contractors approved by the Department of Health to carry out the survey for them.  
Detailed guidance is being prepared for trusts and contractors, to ensure consistency in 
sampling and administration.   In order to comply with the Data Protection Act, if an approved 
contractor carries out the work, Trust staff will be required to draw the patient sample and to 
put patient name and address labels on to pre-packed questionnaires supplied by the Trust.  
 
Collation of data 
When trusts or contactors have completed the survey, they will supply their data to the Survey 
Advice Centre at Picker Institute Europe for collation, data quality checks and analysis.  

The study is a survey of a random sample of outpatient attendees at all acute NHS Trusts in 
England.   
 
The data will be used: 

• by trusts to identify areas of particularly good or poor practice; 
• to compare their performance with other trusts; 
• to provide a baseline for comparison over time; 
• for deriving performance indicators of the patient experience of care for the acute trust 

performance ratings.   
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13. Size of the study (including controls) 
 
 Will the study involve: 
 
(a) Human Subjects  Yes No 
 
 i) How many patients will be recruited? 
 

 
 ii) How many controls will be recruited? 
 
None 

 
 iii) What is the primary end point? 
 

 
iv) How was the size of the study determined? 
 

 
 v) What is the statistical power of the study? 
 

 
(b) Patient Records  Yes No 
 
 i) How many records will be examined? 
 

 
 ii) How many control records will be examined? 
 

 
 iii) What is the primary end point? 
 

850 per Trust.   
 
A response rate of about 60% is expected for each Trust.  The achieved sample will be about 
500 per Trust.  This level of response is required to reduce bias in the results and can be 
achieved by sending two reminders (copies of reminder letters are attached).   Section 36 
describes procedures to ensure confidentiality is maintained during follow-up.  

 

Trust-based results detailing patient experience of using outpatient clinics. 

The number of patients to be sampled from each Trust allows for comparisons to be made 
between Trusts and allows changes over time to be monitored. 

We estimate that differences of 5% from the national benchmark or over time will be detectable 
with the sample size proposed.  If Trusts wish to achieve a greater degree of precision, they 
are at liberty to increase the sample. 
 
An achieved sample of 500 patients will yield a range of precision depending on the variance 
for each question.  Although most questions have multiple answers, the most likely use of the 
data will be in the form of “problem scores” where answers are grouped into whether or not the 
Trust has a problem that needs to be tackled.  At a worst case of 50/50 distribution the 
sampling error would be ±4.38% at the 95% confidence level.  Where the distribution is 90/10 
the sampling error will be ±2.63%.  
 
The calculation (using a 95% confidence interval and 5% sampling error) assumes an average 
problem rate of .25 or 25%.  Consequently, a sample size of 500 completed questionnaires will 
render enough precision (95% confidence level) for comparisons between institutions.   
 

Actual records will not be examined in this project, although a list of names and addresses will 
be generated from the patient administration system.  The identity of selected patients will not 
be known to any persons other than trust employees. 

None 

N/A 
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 iv) How was the size of the study determined? 
 

 
 v) What is the statistical power of the study? 
 

 
 
14. Scientific critique 
 
Has the protocol been subject to scientific critique? If so, please give the following information: 
 
If the critique formed part of the process of obtaining funding, please give the name and address of the 
funding organisation: 
 

 
If the critique took place as part of an internal process, please give brief details: 
 

 
If no critique has taken place, please explain why, and offer justification for this: 
 

 
If you are in possession of any referees’ or other scientific critique reports relevant to your 
proposed research, please forward copies with your application form. 
 

 
 
SECTION 3 Recruitment of subjects 
 
 
15. How will the subjects in the study be: 
 
 i) selected? 
 

 
 ii) recruited? 
 

 
 iii) what inclusion criteria will be used? 
 

 

N/A 

N/A 

N/A 

N/A 

The study uses well established survey methods. 

N/A 

The surveys will be based on a random sample of recent outpatient attendees.  Trusts will be 
instructed to take a particular recent month, such as November 2002, and to take a random 
sample of attendances in that month, taking care not to include any patient more than once.  

Eligible patients will be sent a questionnaire, freepost envelope and covering letter from a 
senior trust executive.  Patients can choose to participate in the study by completing the 
questionnaire and returning it.  Those who do not wish to take part in the survey can write back 
to the Trust, telephone a helpline number or simply not return their questionnaire. 

Any patient who has attended an outpatient department within the trust within the sampling 
period.   
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 iv) what exclusion criteria will be used? 
 

 
 
16. How will the control subjects group (if used) be:  (Type N/A if no controls) 
 
 i) selected? 
 

 
 ii) recruited? 
 

 
 iii) what inclusion criteria will be used? 
 

 
 iv) what exclusion criteria will be used? 
 

 
 
17. Will there be payment to research subjects of any sort?  Yes No 
 
 If yes, how much per subject and for what? 
 

Patients who have died will be excluded, by adopting the procedures outlined in section 29. 
 
Patients who have attended maternity outpatients departments will be excluded as the 
standard outpatients survey questionnaire would not be appropriate for maternity patients.  
Patients under the age of 16 will be excluded, because a modified paediatric questionnaire 
would be required.   
 
The survey will be undertaken in acute trusts, which, in general would not treat psychiatric 
patients.  This group of patients will be excluded in any combined acute/mental health trusts.   
 
Finally, patients attending sexual health and genitourinary clinics would also be excluded.   A 
survey of this group of patients would require different recruitment procedures to ensure 
patient confidentiality.  Further, relatively few acute trusts operate these services. 

N/A 

N/A 

N/A 

N/A 
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SECTION 4 Consent 
 
 
18. Is written consent to be obtained? Yes No 
 
 If yes, please attach a copy of the consent form to be used. 
 
 If no written consent is to be obtained, please justify. 
 

 
 
19. How long will the subject have to decide whether to take part in the study? 
 
 If less than 24 hours please justify. 
 

 
 
20. Please attach a copy of the written information sheet or letter to be given to the subject. 
 
 (See Guidelines page 3 and Appendix A.) 
 
A copy of the covering letter is attached. 
 
 If no Information Sheet is to be given, please justify. 
 

 

Participation in the survey is voluntary and subjects are free to ignore the questionnaire.   
 
The subjects will be sent a letter, a questionnaire and a freepost envelope.  They would 
consent to participating in the survey by completing and returning the questionnaire to the 
researchers.  If they did not wish to participate they could contact the trust or return the 
uncompleted questionnaire in the freepost envelope, write to the researchers using the 
freepost envelope or call the free-phone number to report that they do not wish to participate, 
or they could simply not return the questionnaire. 

Patients can complete the questionnaire at any time from when they receive it to when the 
fieldwork closes – approximately 3 months. 
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21. Have any special arrangements been made for subjects  
 for whom English is not a first language? Yes No N/A 
 
 If yes, give details. 
 

 
 If no, please justify.  
 

 
 
22. Will any of the subjects or controls be from one of the following vulnerable groups? 
 
 Children under 18 (16 in Scotland) 

 People with learning difficulties 

 Unconscious or severely ill 

 Other vulnerable groups e.g. mental illness, dementia 

   Yes No 
 
 If yes, please specify and justify: 
 

 
 
23. What special arrangements have been made to deal with the issues of consent for the 
 subjects above?  (Please see Guidelines.)  
 

 
 

 

There will be some patients selected for the survey who do not speak English as a first 
language.  The researchers would like to be able to send these patients questionnaires in a 
language they read fluently.  However, there is a very high administration and translation cost 
involved to do this. 
 
In preparation for the national surveys of NHS patients we estimated that less than 1% of the 
sample would be able to read only a language other than English.  Therefore, despite its 
potential problems for the survey we have adopted an approach which encourages someone 
else in the household to help non-English reading patients to complete the questionnaire:  this 
would involve translating it for those who do speak English as well as reading it to those 
English speakers who have literacy problems (a much higher proportion than the former 
group). 
 
However, it is likely that individual Trusts who have populations that include higher proportions 
of non-English speakers will wish to offer further facilities appropriate to their local 
circumstances.   

It is possible that severely ill people will be included in the sample as it is based on patients who 
have recently attended an outpatient appointment.  However, their experiences will be extremely 
important in gaining representative results.  
 
Patients aged 16 and 17 will be included as most NHS trusts classify them as adults.  It would not 
be appropriate to these exclude patients from this survey, as they would not be included in any 
paediatric survey.  

Patients (or carers or proxies) are asked only if they are willing to complete a questionnaire.  It 
will be made clear from supporting material that participation is entirely voluntary.  A freephone 
number will be available for subjects who have queries or would not wish to participate in the 
survey. 
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SECTION 5 Details of interventions 
 
 
24. Does the study involve the use of a new medicinal product  
 or medical device, or the use of an existing product outside  
 the terms of its product licence?  (Please see Guidelines.) Yes No 
 
 If yes, please complete Annexe A of the Application Form. 
 
 
25. Will any ionising or radioactive substances or X-Rays be administered? Yes No 
 
 (NB Please ensure information in Question 14 includes exclusion criteria with regard to ionising 

radiation if appropriate.) 
 
 If yes, please complete Annexe B of the Application Form. 
 
 
26. Please list those procedures in the study to which subjects will be exposed indicating those 
 which will be part of normal care and those that will be additional (e.g. taking more samples 

than would otherwise be necessary).  Please also indicate where treatment is withheld as a 
result of taking part in the project. 

 

 
N/A 
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SECTION 6 Risks and ethical problems 
 
 
27. Are there any potential hazards? Yes No 
 
 If yes, please give details, and give the likelihood and details of precautions taken to meet them, 

and arrangements to deal with adverse events. 
 

 
 
28. Is this study likely to cause any discomfort or distress? Yes No 
 
 If yes, please give details and justify. 
 

 
 
29. What particular ethical problems or considerations do you consider to be important or 
 difficult with the proposed study? 
 
 Please give details. 
 

 
 
30. Will information be given to the patient’s General Practitioner? Yes No 
  
 Please note: permission should always be sought from research subjects before doing this. 
 
 If yes, please enclose an information sheet/letter for the GP. 
 
 If no, please justify: 
 

 
 
31. If the study is on hospital patients, will consent of all consultants 
 whose patients are involved in this research be sought? Yes No 
 
 If no, please justify: 
 

 

 

 

The principal concern will be to ensure that questionnaires are not sent to patients who have 
died.   For the majority of Trusts to be included in the survey, the chances of the patients 
having died is small.  However, to ensure that this mischance is minimised further, trusts will 
check for and exclude patients who have died, using a tracing service such as the National 
Strategic Tracing Service. This service is on-line to the register of deaths and any deaths 
known to the service will be removed from the list of patients before information is mailed to 
patients. 

 

Unless there are local variations to the sample, the consent of Trust Chief Executives and the 
medical director will be required.   
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SECTION 7 Compensation and confidentiality 
 
Product liability and consumer protection legislation make the supplier and producer (manufacturer) 
or any person changing the nature of a substance, e.g. by dilution, strictly liable for any harm 
resulting from a consumer’s (subject or patient) use of a licensed product. 
 
 
32. Have arrangements been made to provide indemnity and/or compensation in the 
 event of a claim by, or on behalf of, a subject for non negligent harm?  
 (Please indicate N/A if not applicable) 
   Yes No N/A 
 
 
 If yes, please give details of compensation arrangements with this application. 
 

 
 For NHS-sponsored research, HSG(96)48 reference no. 2 refers. 
 
 For pharmaceutical company sponsored research, the company should confirm that it will abide 
 by the most recent ABPI guidelines (Manual V.14.1.1)  
 
 
33. In cases of equipment or medical devices, have appropriate arrangements been made with 

the manufacturer to provide indemnity? 
 
 (Please indicate N/A if not applicable) Yes No N/A 
 
 If yes, please give details and enclose a copy of the relevant correspondence with this application. 
 

 
 
34. Will the study include the use of any of the following? 
 
 Audio/video recording Yes No 

 Observation of patients Yes No 
 
 If yes to either: 
 
 i) How are confidentiality and anonymity to be ensured? 
 

 
 ii) What arrangements have been made to obtain consent for these procedures? 
 

 
 
35. Will medical records be examined by research worker(s)  
 outside the employment of the NHS? Yes No 
 
 If yes, please see Guidelines. 
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36. What steps will be taken to safeguard confidentiality of personal records? 
 

 
 
37. What steps will be taken to safeguard the information relating to specimens and the 
 specimens themselves? 
 

 
 
 
PLEASE ENSURE THAT YOU COMPLETE THE CHECKLIST ON THE FRONT 
COVER OF THE APPLICATION FORM AND ENCLOSE ALL RELEVANT 
ADDITIONAL DOCUMENTS. 

Names and addresses of patients will only be seen by employers of the Trusts taking part in 
the survey.  The research organisations will not see names and addresses as questionnaires 
will be mailed out by Trust staff with only serial numbers as Identifiers passed to the 
researchers.   
 
For reminders, confidentiality will be maintained by a process designed to ensure that only 
employees of Trusts know the addresses to which questionnaires will be sent.  The survey 
organisation will supply the Trust with a list of serial numbers which will be included on the 
questionnaires sent out by Trusts and Trusts will maintain a list of addresses relevant to the 
serial numbers.  Only Trust employees will have access to the list of patient names and 
addresses.  At each reminder stage, the survey organisations will provide reminder letters with 
the serial numbers of people who have not responded and Trust staff will then mail out the 
reminders from their address lists. 
 
Individual responses to the questionnaires will not be available to trusts.  Any results will be 
provided on aggregated data in which individual respondents cannot be identified. 

N/A 
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SECTION 8  Declaration 
 
 
 
 
 
 
 
 
DECLARATION 
 
The information in this form is accurate to the best of my knowledge and belief and I 
take full responsibility for it. 
 
I understand it is my responsibility to obtain management approval where appropriate 
from the relevant NHS body before the project takes place. 
 
I agree to supply interim and final reports on the pro forma provided, and to advise my 
sponsor, the MREC from which approval was granted for this proposal and any local 
researchers taking part in the project of any adverse or unexpected events that may 
occur during this project. 
 
 
 
Signature of Principal Researcher:    ...................................……......................................... 
 
 
 
Date:.......................................................
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Annexe A Drugs and Devices 
 
This form is to be used if the study involves the use of a new medical product or medical device, 
or the use of an existing product outside the terms of its produce licence. 
 
 
i) Is a pharmaceutical or other commercial company arranging this trial? Yes No 
 
 If no, has approval of the licensing authority been obtained by means of a DDX? Yes No 
 
 
ii) Does the drug(s) or device have a product licence(s) for  
 the purpose for which it is to be used?  Yes No 
 
 If yes, please attach data sheet or equivalent. 
 
 
iii) Is any drug or medical device being supplied by a company  
 with a Clinical Trial Certificate or Clinical Trial Exemption?  Yes No 
 
 Please attach CTC, CTX, or DDX. 
 
iv) Has a CTC, CTX or DDX been applied for but not yet received?  Yes No 
 
 If so, the application can be made but a  valid CTX must be provided to the MREC before 
 the research can proceed 
 
 
v) Details of drugs to be used (Please complete the table below for each drug making additional 
 copies of this page as necessary) 
 
 Approved Name(s): 
 

 
 Generic Name: 
 

 
 Trade Name: 
 

 
Strength Dosage and Frequency Route Duration of Course 
    

 
vi) When Drugs not listed in the British National Formulary are being used, applicants 
 should provide the following information on not more than 3 sides of A4 paper : 
 
a) What is the formulation, purity and source of the Drug ? 
 
b) What are the pharmacological actions of the Drug - including those not relevant to the 
 proposed therapeutic indications ? 
 
c) Toxicology - including details of species, number of animals, doses, duration of 
 treatment and route(s) of administration. Important findings should be summarised. 
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d) Clinical pharmacology in Man including : 
 
 - Extent of Use in Man 
 - Dosage schedules used - dose, route, duration 
 - Side effects and their frequency 
 - Information on duration of action and mechanism of elimination, if known. 
 
e) Applicant's experience with this drug in man. Give brief information on previous 
 studies, number and type of subjects and nature and incidence of side effects. 
 
vi) Details of Medical Device 
 

 
vii) If an electrical device, has the device been through  
 acceptance and safety testing?  Yes No 
 
 Give details: 
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Annexe B Radiation 
 
This form is to be used if the study involves the use of additional ionising or radioactive 
substances or X-Rays. 
 
 
a) RADIOACTIVE SUBSTANCES 
 
 i) Details of substances to be administered  (Please complete the table below) 
 
  Investigation: 
 

 
  Radionucleide 
 

 
  Chemical form 
 

 
Quantity of radio-activity to be administered (MBq) Route Frequency 
   

 
 ii) Estimated Effective Dose (Effective Dose Equivalent) (mSv): 
  (Please supply source of reference or attach calculation) 
 

 
 iii) Absorbed dose to organ or tissues concentrating radioactivity (mGy) 
  (Specify dose and organ) 
  (Please supply source of reference or attach calculation) 
 

 
b) X-RAYS 
 
 i) Details of radiographic procedures 
 

Investigation Organ(s) Frequency 
   

 
 
 ii) Estimated Effective Dose (Effective Dose Equivalent) (mSv): 
  (Please supply source of reference or attach calculation) 
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Annexe C       Local Researchers 
 
OTHER RESEARCHERS INVOLVED IN THIS STUDY 
 
Please provide the name and contact details of other researchers involved in this study.  Please 
include your own name and centre if you are also a local researcher. 
 
(Please copy and complete this page for each researcher. You must inform the MREC Administrator by 
means of a copy of this form as each new researcher is recruited.) 
 
MREC Reference Number: 
 

 
Name 
 

 
Contact Address: 
 

 
Location of research  
 (if different): 
 

 
Telephone: 
 

 
Fax: 
 

 
E-Mail: 
 

 
Please retain a blank copy of this form, complete it and send to the MREC Administrator 
whenever other local researchers become involved in the future.
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Annexe D     Supplementary Form for LRECs 
 
SUPPLEMENTARY FORM FOR LOCAL ARRANGEMENTS 
 
To be completed by the local researcher or principal researcher if appropriate (please see 
guidelines) once MREC approval has been obtained. 
 
Please send this signed and completed form to the appropriate LREC administrator together with the 
appropriate number of copies of:: 
 
 the MREC application form 
 the MREC letter of approval 
 the signed MREC response form. 
 the local researcher’s c.v. 
 the consent form and information sheet 
 
 together with one copy of the protocol 
 
If you require help with the address of your appropriate LREC please seek advice from the MREC 
Administrator. 
 
1 MREC Reference Number: 
 

 
2. Short title of project 
 

 
3. Details of lead of local investigator: 
 
 Surname: 
 

 
 Forename: 
 

 
 Title: 
 

 
 Present Appointment: 
 
 

 
 Qualifications: 
 

 
4. Please give an approximate figure for the number of trials/studies in which the principal 

researcher has been involved over the past year 
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5. Proposed start date and duration of project 
 

 
6. Names, titles and qualifications of other local researchers working on this project 
 

 
7. Location of project 
 

 
8. Funding 
 
 Please give full details where applicable of: 
 
 a) Payment to subjects 
 

 
 b) Payment to Trust/practice/research funds 
 

 
 c) Personal payment or personal benefit to researcher 
 

 
  Is payment: 
 
  i) A block grant Yes No 
 
  ii) Based on the number of research subjects recruited? Yes No 
    
   If yes, how much per patient: 
 

 
 d) Details of other benefits, e.g. equipment 
 

 
 e) Will the costs incurred by the institution be  
  covered by the payment? Yes No 
 
 
9. Local Recruitment of Subjects 
 
 a) How many subjects are being studied locally? 
 

 
 b) Are any of these subjects involved in existing research 
  or have been involved in any recent research in the 
  last six months? Yes No 
 
  If yes, please justify their use in this project 
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 c) Will any of the subjects involved be in a dependent  
  relationship with the researcher? Yes No 
 
  If yes, please ensure you comply with local recruitment arrangements 
 
 d) Will any of the subjects involved be medical students? Yes No 
 
  If yes, please obtain signed agreement of the Principal of the Medical School: 
 
 
 
 Signature of Principal of Medical School: .................................................................... 
 
 
10. Local Safety Requirements 
 
 a) Are you going to administer radioisotopes? Yes No 
 
  i) If yes, do you have an ARSAC certificate? Yes No 
 
  ii) Have you informed the local radiation officer? Yes No 
 
 
 Signature of Radiation Safety Officer: ............................................................................. 
 
 
 b) If you are going to administer drugs what arrangements have  
  you made to store, code and administer them? 
 

 
 
 Signature of Hospital Pharmaceutical Officer: ................................................................ 
 
 c) Local emergency contact  details: 
 

 
 
 d) Local independent adviser details: 
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DECLARATION 
 
I have read and understood the MREC form and the supplementary form for LRECs, the protocol, 
guidelines and all documents pertaining to this research approved by the MREC that I now enclose.  
The information therein and above is accurate to the best of my knowledge and belief and I take full 
responsibility for it. 
 
I understand it is my responsibility to obtain management approval where appropriate from the relevant 
NHS body before the project takes place. 
 
I confirm that this research will comply with all relevant UK legislation, including the Data Protection 
Act and the Access to Medical Records Act. 
 
I agree to supply interim and final reports to my LREC as required. 
 
I agree  to advise my sponsor, the LREC and MREC from which approval was granted for this 
proposal of any adverse or unexpected events that may occur during this project. I also agree to advise 
the LREC if this is withdrawn or not completed. 
 
 
Signature of Local Investigator:  …………………...............................................…………….. 
 
 
Date:  …….......................................……. 
 


