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Click here to enter study title.
The first page of the case notification form will be stored separately from the rest of the questionnaire and personal identifying information for the case will be used only for linkage of records.
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Instructions for designing the questionnaire

General Instructions

The following are descriptions for questions throughout the questionnaire, in case of any perceived ambiguity. Where possible, the question to which the instruction refers is in bold.

If in doubt, please contact the Medical Adviser or the scientific coordinator at the BPSU.

The aim of the questionnaire is to give accurate and relevant information to answer the research questions.

It should be as short, simple and focused as possible.

Questions should aim to answer the research objectives and collect relevant information for analysis i.e. avoid unnecessary information. If the expected answers cannot be analysed then the question should not be included. 

Clear research objectives should lead to a defined list of variables to collect.

It is helpful to have an analysis plan prior to the design of the questionnaire and the creation of dummy tables will also help focus on variables which can be analysed and which will contribute to the objectives of the study.

Give some thought to the order of questions. There should be a logical progression from easy to difficult, general to particular. The placing of sensitive questions e.g. those pertaining to child protection, needs careful consideration.

Missing data are hard to chase and thought should be given to the coding of missing data e.g. if a question is left blank it should be coded as missing rather than “no”. In providing options e.g. Yes/No you should not forget to include a “Don’t know” option. 

Pre-coding of questions will help with data entry and reduce error e.g. 


 FORMCHECKBOX 
 Yes (1)


 FORMCHECKBOX 
 No (2)


 FORMCHECKBOX 
 Don’t know (9)

Ensure that key words, abbreviations are fully defined and understandable. Bear in mind that phrases such as “renal insufficiency” will be understood differently by different clinicians and if possible use standard definitions and define these explicitly.

Give clear instructions about how to answer questions where relevant. Consider using bold or italics for instructions.

Don’t forget to pilot the questionnaire with Paediatricians who are the target audience after all! 

Check for typographical spelling errors!

Please include a covering letter accompanying the questionnaire which should clearly state

Who are you are and who you work for

Why the study is taking place

How and where can you be contacted

Guarantee of confidentiality

Don’t forget to include a self addressed envelope.

Suggested formats for specific questions

Date fields other than DOB are dd/mm/yy, DOB should be dd/mm/yyyy. The appropriate boxes can be copied and pasted and placed within the correct cell.

For fields in which a line is required to underline where text should be entered, the easiest solution is to place a lower border (borders and shading) in the appropriate cell. This will avoid any formatting problems.
Reporting instructions

Case definition

Please ensure that the case definition used here is the surveillance case definition. Any analytical case definition or detailed diagnostic criteria where required should be included as an appendix.

The sections listed here are intended as a guide only and are not meant to be proscriptive. Sections that are not relevant can be deleted and new ones added. The boxes can be relabelled and the tables within then altered to suit the need of the investigators.

Section A: Reporter Details
Indicate whether details are from the case or a parent or guardian of that case, and ensure your telephone number is included in case there are questions about that case later.

Please specify which office you are from, e.g.: SE London HPU or Lambeth Regulatory Services
Section B: Case Details
If NHS number is known, please include it for cross-referencing

Post code: Enter the first part of the post code only as this is required for de-duplication purposes or if a Republic of Ireland resident enter the town of Birth
Ethnicity: Ethnicity fields should conform to the standard set out by ONS for the UK, in particular the recommended standard question for UK-wide surveys, (http://www.ons.gov.uk/about-statistics/harmonisation/primary-concepts-and-questions/P3.pdf) and by the Central Statistics Office (CSO) in the Republic of Ireland (http://www.statcentral.ie/viewStat.asp?id=138). The format for ethnicity to be used is included in Appendix A. Entering the code as in the included appendix is the simplest way of having a questionnaire that is less cluttered.

Section C: Presentation/Clinical features
It is very important to establish a ‘date of diagnosis’ or date of onset  early on as all other dates tend to refer to this (e.g. in calculating ages and periods between occurrences). The ‘diagnosis’ is probably best defined as ‘clinical diagnosis leading to the notification being made’. Then if an investigator wants to ask if there were any symptoms/signs/investigations before the date of diagnosis, they can do this after establishing the date. And finally, they can ask ‘how long before’ the other signs were present. 

They can also ask date of admission after they have asked about date of diagnosis as this is less important than the date the diagnosis was made.

Section D: Pregnancy/Birth Details
DOB is dd/mm/yyyy to ensure the century is coded correctly.

Gestation is sometimes not known so it may be helpful to ask a general question first e.g. “was the baby born at term (>=37 weeks gestation) or preterm (<37 weeks gestation)? In this instance we have also defined “term” to ensure consistent responses. This could then be followed by a specific question asking for gestation in weeks at birth.

When weight and height are sought, e.g. to calculate BMI, the date of each is needed as they would need to be on the same date to be able to calculate BMI. If the dates are different, then a decision can be made by investigators as to the validity of these measures.

Section E: Family History
Section F: Diagnosis and Investigations
Investigators may need to ask for reference values/lab names as well as a test result if labs vary in their ranges.

Section G: Management
This section will normally include details of the clinical management of cases including treatment and procedures undertaken.
Section H: Outcomes

Investigators may wish to consider asking whether the death certificate mentioned X as a cause anywhere.
Contact Details

Please feel free to amend contact details and means of communication as appropriate.
Appendices

Please include in appendices any relevant reference material such as detailed clinical case definitions or diagnostic criteria, so that all clinicians completeing the questionnaire are referring to this and not to 

Enclosed here as appendix A are the standard ONS ethnicity questions which should be used in all cases where ethnicity is sought.

Appendix B is included as an example of how these appendices could be used and is not intended to be reproduced where it is not relevant! Other examples might be Glasgow Coma score, 
Section A: Reporter Details � HYPERLINK  \l "SectionA" ���


�
1.1�
Date of completion of questionnaire:�
��
�
�
1.2�
Consultant responsible for case: �
�
�
�
1.3�
Hospital name: �
�
�
�
1.4�
Telephone number: �
�
Email:�
�
�
�
1.5�
Has the patient been referred to/from another centre?�
Yes�
��
No�
��
Not  known�
��
�
�
�
�
If yes:�
1) please name centre:�
�
�
�
�
�
�
2) please name consultant:�
�
�






Section B: Case Details � HYPERLINK  \l "SectionB" \o "help" ���


� HYPERLINK  \l "NHSnumber" \o "help" ����
2.1�
NHS/CHI No: �
��
�
�
�
�
2.2�
Hospital No:�
��
�
�
�
� HYPERLINK  \l "Postcode" \o "help" ����
2.3�
Postcode: �
��
Town of Birth (if  ROI)�
�
�
�
2.4�
Sex:  �
M�
��
F�
��
Date of birth:�
��
�
� HYPERLINK  \l "Ethnicity" \o "help" ����
2.5�
Ethnicity*: �
��
Specify if any “Other” background�
�
�
*Please choose the correct ethnicity code from Appendix A overleaf�
�






Section C: Presentation/Clinical features  � HYPERLINK  \l "SectionC" \o "help" ���


� HYPERLINK  \l "SectionC" \o "help" ����
3.1�
Date of diagnosis/ date of onset:�
�
�
�
3.2�
Did the patient have any of the following conditions?�
(Please tick Yes/No/Not Known)�
�
�
�
�
Yes�
No�
Not Known�
Date of Diagnosis�
�
�
�
Ailment A�
��
��
��
��
�
�
�
Bug B�
��
��
��
��
�
�
�
Condition C�
��
��
��
��
�
�
�
Disease D�
��
��
��
��
�
� HYPERLINK  \l "AppendixB" \o "help" ����
3.3�
What was the Tanner score at diagnosis?*�
��
�
�
�
�
�
*Please choose and write in the correct stage from  Appendix B�
�
�






Section D: Pregnancy/Birth Details � HYPERLINK  \l "SectionD" \o "help" ���


�
4.1�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
Yes�
��
No�
��
Not Known�
��
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�






Section E: Family History � HYPERLINK  \l "SectionE" \o "help" ���


�
5.1�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�






Section F: Diagnosis and Investigations � HYPERLINK  \l "SectionF" \o "help" ���


�
6.1�
Please indicate if any of the following tests were performed and their results:�
�
�
�
Test 1�
Yes�
��
No�
��
NK�
��
Date�
��
Result�
�
�
�
�
Test 2�
Yes�
��
No�
��
NK�
��
Date�
��
Result�
�
�
�
�
Test 3�
Yes�
��
No�
��
NK�
��
Date�
��
Result�
�
�
�
�
Test 4�
Yes�
��
No�
��
NK�
��
Date�
��
Result�
�
�
�
�
Test 5�
Yes�
��
No�
��
NK�
��
Date�
��
Result�
�
�
�
�
Test 6�
Yes�
��
No�
��
NK�
��
Date�
��
Result�
�
�
�
6.2�
�
�
�
�
�
�
�
�
�
�
�
�






Section G: Management � HYPERLINK  \l "SectionG" \o "help" ���


�
7.1�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�






Section H: Outcomes � HYPERLINK  \l "SectionH" \o "help" ���


�
8.1�
What was the final outcome?�
�
�
�
�
�
Recovered�
��
Date of discharge:�
��
�
�
�
Recovered with sequelae�
��
Specify:�
�
�
�
�
Transferred�
��
Name of hospital:�
�
�
�
�
Still admitted�
��
Not Known�
��
�
�
�
Died�
��
Date of death:�
��
�
�
8.2�
Was a post mortem done?�
Yes�
��
No�
��
N/A�
��
�
�
�
What were the findings?�
�
�






Thank you for taking the time to complete the Questionnaire � HYPERLINK  \l "contact" \o "help" ���


Please print and return the completed form in the SAE to:  �
�
�
�
�
�
�
�
�
�
�
If you have any questions about the study please do not hesitate to contact the investigators by email or telephone :�
�
Telephone:�
�
Email:�
�
�






Appendix A: Coding for Ethnic Group (ONS 2001 for UK wide data collection)





�
�
Ethnicity Code�
�
�
A�
White�
1�
Any White background�
�
B�
Mixed�
2�
White and Black Caribbean�
�
�
�
3�
White and Black African�
�
�
�
4�
White and Asian�
�
�
�
5�
Any Other Mixed background, please write in section B�
�
C�
Asian or Asian British�
6�
Indian�
�
�
�
7�
Pakistani�
�
�
�
8�
Bangladeshi�
�
�
�
9�
Any Other Asian background, please write in section B�
�
D�
Black or British Black�
10�
Caribbean�
�
�
�
11�
African�
�
�
�
12�
Any Other African background, please write in section B�
�
E�
Chinese or other ethnic group�
13�
Chinese�
�
�
�
14�
Any Other, please write in section B�
�
F�
Unknown�
15�
Ethnicity not known�
�






Appendix B: Tanner staging of pubertal growth


Males�
Tanner I:�
preadolescent�
�
�
Tanner II:�
testicular enlargement and thinning of scrotal skin�
�
�
Tanner III:�
penile enlargement and continued increase in testicular size�
�
�
Tanner IV:�
further testicular/penile enlargement and appearance of pubic hair�
�
�
Tanner V:�
adult testicular/penile size and pubic hair distribution�
�
�
�
�
�
Females�
Tanner I:�
preadolescent breast�
�
�
Tanner II:�
breast tissue development with onset of areolar enlargement sparse longitudinal labial pubic hair�
�
�
Tanner III:�
increase in breast tissue volume and areolar enlargement coarser and curlier pubic hair�
�
�
Tanner IV:�
adult breast shape and elevation of the nipple thickening and broader distribution of pubic hair�
�
�
Tanner V:�
mature adult breast shape and contour adult pubic hair character and distribution�
�
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