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Faculty of Medicine and Health Sciences Research Ethics Committee 

 
Notice of Amendment 

 
Please complete this form electronically and submit by e-mail to the Ethics Committee 
administrator: louise.sabir@nottingham.ac.uk Please ensure that you complete this form in 
language comprehensible to a lay person. 
 
1. Details of Principal Investigator / Supervisor 
 
Name:  
 

Prof. Kim Thomas 

School and Department: 
   

Centre of Evidence Based Dermatology, School of Medicine 

Telephone: 
 

0115 846 8632 

Email: 
 

kim.thomas@nottingham.ac.uk 

 
2. Details of Student Investigator (if applicable) 
 
Name:  
 

Laura Howells  

School and Department: 
   

Centre of Evidence Based Dermatology, School of Medicine 

Telephone: 
 

0115 84 68634 

Email: 
 

mzxlmh@nottingham.ac.uk 

 
3. Details of Research Project 
 
Full Title (short title in 
brackets): 

Patient and carer perspectives on defining and measuring 
long-term control of eczema (Long-term control of eczema) 

Research Ethics Reference 
Number (as detailed on 
Approval letter/email): 

F14062016 

Date of Ethics Committee 
approval: 

27th June 2016 

Date Study Started: 
 

1st July 2016 

Date Study Ends: 
 

31st August 2016 

Amendment Number and Date: 
 

Number:1 
 
Date:28/07/16 

 
4. Type of Amendment(s) 
 

1) Amendment to information supplied in original Medical School Research Ethics 
Approval application form (i.e extension of end date of the study) 

 
YES  NO  
 

 If yes, please clearly state which sections in the Summary box below. 
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2) Amendment to information sheet / consent forms or other supporting documentation 

for the study 
 

YES  NO  
 

 If yes, please submit these documents with all changes highlighted to 
louise.sabir@nottingham.ac.uk 

 
5. Details of Amendment(s) – Please summarise in language comprehensible to a lay 
person, including what measurements have been put in place for any additional ethical issues 
that may arise as a result of the amendment (s). 
 
Amendments to all terms that were originally in square brackets as they were informed by 
patient and public involvement (PPI) - mostly using "long-term management" to refer to the 
concept 
Amendment to title for PIS and consent form - felt more appropriately conveys what we are 
doing 
 
Preliminary Questions document: 
- Addition of question “what country do you live in?” for the preliminary questions asked as we 
felt this would be useful information.  
wording altered slightly for tick box to provide consent as feel it now is easier to understand 
and read 
-asking carers age - to know if have informed consent 
- asking carers sex - interesting to know if mothers or fathers respond 
- asking do you have eczema yourself - may feed into their experiences 
 
Topic guide documents: 
– changes based on PPI work (and split into 3 documents: adult version, carer version, 
general comments to use) 
Additional debrief email instead of all the information at the end of the discussion (as felt 
some information would be more useful this way when they have time to think and reflect e.g. 
where to contact if group as raised any  concerns) 
 
It is not anticipated that any ethical issues will arise as a result of the amendments to the 
documents. 
  
 
 
 
 
6. List of Enclosures 
 
Participant Information Sheet version 1.1
Consent Form version 1.1 
Topic guide adults version 1.1 
Topc guide carer version 1.1 
Topic guide general comments version 1.1 
Website information and contact form version 1.1 
Preliminary questions version 1.2 
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7. Declaration (for signatures, please type names or use electronic signature) 
 
 

 The information I have provided in this form is accurate to the best of my 
knowledge. 

 
Signature of Principal Investigator / Supervisor: 
(please delete as appropriate) 

Prof. Kim Thomas

Signature of Student Investigator: 
(if applicable) 

Laura Howells

Date: 28/07/2016
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Faculty of Medicine and Health Sciences Research Ethics Committee 

 
Notice of Amendment 

 
Please complete this form electronically and submit by e-mail to the Ethics Committee 
administrator: louise.sabir@nottingham.ac.uk Please ensure that you complete this form in 
language comprehensible to a lay person. 
 
1. Details of Principal Investigator / Supervisor 
 
Name:  
 

Prof. Kim Thomas 

School and Department: 
   

Centre of Evidence Based Dermatology, School of Medicine 

Telephone: 
 

0115 846 8632 

Email: 
 

kim.thomas@nottingham.ac.uk 

 
2. Details of Student Investigator (if applicable) 
 
Name:  
 

Laura Howells  

School and Department: 
   

Centre of Evidence Based Dermatology, School of Medicine 

Telephone: 
 

0115 84 68634 

Email: 
 

mzxlmh@nottingham.ac.uk 

 
3. Details of Research Project 
 
Full Title (short title in 
brackets): 

Patient and carer perspectives on defining and measuring 
long-term control of eczema (Long-term control of eczema) 

Research Ethics Reference 
Number (as detailed on 
Approval letter/email): 

F14062016 

Date of Ethics Committee 
approval: 

27th June 2016 

Date Study Started: 
 

1st July 2016 

Date Study Ends: 
 

31st August 2016 

Amendment Number and Date: 
 

Number:2 
 
Date:29/07/16 

 
4. Type of Amendment(s) 
 

1) Amendment to information supplied in original Medical School Research Ethics 
Approval application form (i.e extension of end date of the study) 

 
YES  NO  
 

 If yes, please clearly state which sections in the Summary box below. 
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2) Amendment to information sheet / consent forms or other supporting documentation 

for the study 
 

YES  NO  
 

 If yes, please submit these documents with all changes highlighted to 
louise.sabir@nottingham.ac.uk 

 
5. Details of Amendment(s) – Please summarise in language comprehensible to a lay 
person, including what measurements have been put in place for any additional ethical issues 
that may arise as a result of the amendment (s). 
 
Change in consent age: 
 
The Code of Research Conduct and Research Ethics for the University of Nottingham regards 
research involving children as those under 16 years old 
(http://www.nottingham.ac.uk/educationstudentintranet/resources/code-of-research-conduct-
and-research-ethics-version-5-june-2015.pdf ) The Good Clinical Practice guidance also 
refers to a minor requiring parental consent as being a child under 16 years 
(http://www.rcpch.ac.uk/sites/default/files/page/Guidance%20on%20clinical%20research%20i
nvolving%20infants,%20children%20and%20young%20people%20v4%20FINAL.pdf) 
 
Therefore, after much consideration amongst the team, it is was felt that it would be ideal to 
include those 16-18 years old (which will be amended from originally 18 years or over). This 
would be beneficial to the research as the opinions of 16-18 year olds may be different to 
older participants and important to capture. Furthermore, we feel, based on the teams 
research experience, that they would be able to effectively and competently take part in this 
discussion. 
 
 
Changes to forms: 
 
The consent form and preliminary questions now both ask participants their name and email 
address. We will already have this information from their contact form/communciating with 
them via email, however it was noted that we would need this identifying information to be 
able to match the documents to each participant (e.g. so that we are confident that those 
participating have definitely provided informed consent). 
 
 
 
 
6. List of Enclosures 
 
Consent Form version 1.2 
Preliminary questions version 1.3 

 
 
 
 
 
 
 
 
 
 
 

 
7. Declaration (for signatures, please type names or use electronic signature) 
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 The information I have provided in this form is accurate to the best of my 
knowledge. 

 
Signature of Principal Investigator / Supervisor: 
(please delete as appropriate) 

Prof. Kim Thomas

Signature of Student Investigator: 
(if applicable) 

Laura Howells

Date: 28/07/2016
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