
Study Consent Form
Name of Principal Investigator: {First name} {Last name} {Centre Name}

Tel: {Number} Email: {Email}

Title of Project: Timing of Stoma Closure in Neonates (ToSCiN)  Name of Chief Investigator: Mr Nick Lansdale

ToSCIN Study Consent Form v3.0, 18-Feb-2021  IRAS ID: 278331 

Infant’s details 

Name Date of Birth / /D M Y YMD

Infant’s study number

Part 1: Patient Data Collection Tick Initial

1. ,�FRQ¿UP�WKDW�,�KDYH�UHDG�DQG�XQGHUVWRRG�WKH�LQIRUPDWLRQ�VKHHW��Y��������-DQXDU\�������IRU�WKH�DERYH�VWXG\��,�KDYH�
KDG�WKH�RSSRUWXQLW\�WR�FRQVLGHU�WKH�LQIRUPDWLRQ��DVN�TXHVWLRQV�DQG�KDYH�WKHVH�DQVZHUHG�VDWLVIDFWRULO\�

2. ,�XQGHUVWDQG�WKDW�WKHLU�SDUWLFLSDWLRQ�LV�YROXQWDU\�DQG�WKDW�,�DP�IUHH�WR�ZLWKGUDZ�P\�EDE\�IURP�WKH�7R6&L1�VWXG\�DW�DQ\�
WLPH��ZLWKRXW�JLYLQJ�D�UHDVRQ�

3. ,�XQGHUVWDQG�WKLV�ZLOO�QRW�DႇHFW�P\�EDE\¶V�FDUH�LQ�DQ\�ZD\�

��� ,�XQGHUVWDQG�WKDW�UHOHYDQW�VHFWLRQV�RI�P\�EDE\¶V�PHGLFDO�QRWHV�DQG�GDWD�FROOHFWHG�GXULQJ�WKH�VWXG\��PD\�EH�ORRNHG�DW�
E\�LQGLYLGXDOV�IURP�WKH�UHVHDUFK�WHDP��IURP�UHJXODWRU\�DXWKRULWLHV�RU�IURP�WKH�1+6�7UXVW��ZKHUH�LW�LV�UHOHYDQW�WR�WKHP�
WDNLQJ�SDUW�LQ�WKLV�UHVHDUFK��,�JLYH�SHUPLVVLRQ�IRU�WKHVH�LQGLYLGXDOV�WR�KDYH�DFFHVV�WR�WKHVH�UHFRUGV�

5. ,�DJUHH�WR�WKLV�LQIRUPDWLRQ�EHLQJ�VWRUHG�E\�WKH�VWXG\�WHDP�IRU�DW�OHDVW����\HDUV�DIWHU�WKH�HQG�RI�WKLV�VWXG\�IRU�FKHFNLQJ�
SXUSRVHV��,�XQGHUVWDQG�WKDW�WKHVH�ZLOO�EH�VWRUHG�VHFXUHO\�LQ�FRPSOLDQFH�ZLWK�WKH�'DWD�3URWHFWLRQ�$FW������

6. ,�DJUHH�WR�P\�EDE\�EHLQJ�LQYROYHG�LQ�WKLV�SDUW�RI�WKH�VWXG\�

Part 2: Parental Interview Tick Initial

1. ,�FRQ¿UP�WKDW�,�KDYH�UHDG�DQG�XQGHUVWRRG�WKH�LQIRUPDWLRQ�VKHHW��Y��������-DQXDU\�������IRU�WKH�DERYH�VWXG\��,�KDYH�
KDG�WKH�RSSRUWXQLW\�WR�FRQVLGHU�WKH�LQIRUPDWLRQ��DVN�TXHVWLRQV�DQG�KDYH�WKHVH�DQVZHUHG�VDWLVIDFWRULO\�

2. ,�DJUHH�WR�WDNH�SDUW�LQ�DQ�LQWHUYLHZ�

3. ,�DJUHH�WR�WKH�LQWHUYLHZ�EHLQJ�DXGLR�UHFRUGHG�

��� ,�XQGHUVWDQG� WKDW�P\�SDUWLFLSDWLRQ� LV�YROXQWDU\�DQG� WKDW� ,�DP�IUHH� WR�ZLWKGUDZ�IURP�WKH�7R6&L1�VWXG\�DW�DQ\� WLPH��
ZLWKRXW�JLYLQJ�D�UHDVRQ�

5. ,�XQGHUVWDQG�WKDW�EULHI�TXRWDWLRQV�IURP�VRPH�LQWHUYLHZV�PD\�EH�LQFOXGHG�LQ�VWXG\�UHSRUWV��,�XQGHUVWDQG�WKDW�QRERG\�
ZLOO�EH�DEOH�WR�LGHQWLI\�PH�RU�P\�FKLOG�LQ�WKHVH�UHSRUWV�

6. ,�DJUHH�WR�GDWD�IURP�P\�LQWHUYLHZ�EHLQJ�VWRUHG�E\�WKH�VWXG\�WHDP�IRU�XS�WR����\HDUV�DIWHU�WKH�HQG�RI�WKLV�VWXG\�IRU�
FKHFNLQJ�SXUSRVHV��,�XQGHUVWDQG�WKDW�WKHVH�ZLOO�EH�VWRUHG�VHFXUHO\�LQ�FRPSOLDQFH�ZLWK�WKH�'DWD�3URWHFWLRQ�$FW������

Part 3: Future Correspondence Tick Initial

7. ,�ZRXOG�OLNH�WR�UHFHLYH�D�VXPPDU\�RI�WKH�¿QGLQJV�DW�WKH�HQG�RI�WKH�VWXG\�

8. ,�ZRXOG�OLNH�WR�EH�FRQWDFWHG�DERXW�DQ\�IXWXUH�UHODWHG�VWXGLHV�

Contact details (required to arrange interview and/or future correspondence)

Telephone number Email address

Parent Full Name: Parent Signature: / /D M Y YMD

To be completed by Researcher once the parent has provided consent:

Researcher Full Name: Researcher Signature: / /D M Y YMD

7KLV�VWXG\�LV�IXQGHG�E\�WKH�1DWLRQDO�,QVWLWXWH�IRU�+HDOWK�5HVHDUFK��1,+5��
+HDOWK�7HFKQRORJ\�$VVHVVPHQW�3URJUDPPH��SURMHFW�UHIHUHQFH�1,+5����������
7KH�YLHZV�H[SUHVVHG�DUH�WKRVH�RI�WKH�DXWKRU�V��DQG�QRW�QHFHVVDULO\�WKRVH�RI�
WKH�1,+5�RU�WKH�'HSDUWPHQW�RI�+HDOWK�DQG�6RFLDO�&DUH�

:KHQ�FRPSOHWHG�����RULJLQDO��WR�EH�NHSW�RQ�UHFRUG�DW�WKH�8QLYHUVLW\�RI�2[IRUG����FRS\�WR�EH�¿OHG�LQ�WKH�
SDWLHQW¶V�QRWHV����FRS\�WR�EH�JLYHQ�WR�WKH�SDUWLFLSDQW��DQG���FRS\�WR�EH�¿OHG�LQ�UHVHDUFKHU�VLWH�¿OH



Participant Consent Form
{Add researcher contact details) or Dr Kerry Woolfall

University of Liverpool, Block B, Waterhouse Building, Liverpool, L69 3GL 
Tel: (ADD RA number) and 07872 963676

Email: K.Woolfall@liv.ac.uk

ToSCIN Study Interview Only Consent Form v2.0, 03-Dec-2020  IRAS ID: 278331 

Explain to the participant: I will read 8 statements to you in order to obtain your consent for the study. 
Please answer yes or no to each statement. I will then complete the form and send you a copy for 
your records. Is that ok? (Researcher tick (3) AND initial when participant says yes; if they do not 
agree leave blank).
Is it ok with you if I audio record this consent taking for our records? If Yes, continue. If No, explain 
that we will not be able to proceed with the interview without recorded consent. (Thank the participant for 
their time – interview end)

Tick Initial

1. ,�FRQ¿UP�WKDW�,�KDYH�UHDG�DQG�XQGHUVWRRG�WKH�LQIRUPDWLRQ�VKHHW��Y��������'HFHPEHU�������IRU�WKH�
above study. I have had the opportunity to consider the information, ask questions and have these 
answered satisfactorily.

2. I agree to take part in an interview.

3. I agree to the interview being audio recorded.

4. I understand that my participation is voluntary and that I am free to withdraw from the ToSCiN study 
at any time, without giving a reason.

5. I understand that brief quotations from some interviews may be included in study reports. I understand 
that nobody will be able to identify me or my child in these reports.

6. I agree to data from my interview being stored by the study team for up to 10 years after the end of 
this study for checking purposes. I understand that these will be stored securely in compliance with 
the Data Protection Act 2018.

7. ,�ZRXOG�OLNH�WR�UHFHLYH�D�VXPPDU\�RI�WKH�¿QGLQJV�DW�WKH�HQG�RI�WKH�VWXG\�

8. I would like to be contacted about any future related studies.

Contact details (only needed if you have ticked and initialled statements 7 and/or 8)

Telephone number Email address

To be completed by the Researcher:
When was the participant sent the PIS? / /D M Y YMD

,�FRQ¿UP�WKLV�FRQVHQW�ZDV�WDNHQ�YHUEDOO\�ZLWK�WKH�SDUWLFLSDQW�QRW�SK\VLFDOO\�SUHVHQW�

,�FRQ¿UP�WKH�SDUWLFLSDQW�LV�HOLJLEOH�IRU�WKLV�LQYROYHPHQW�LQ�WKH�VWXG\�

,�FRQ¿UP�WKDW�WKH�SDUWLFLSDQW�KDV�KDG�WKH�FKDQFH�WR�DVN�TXHVWLRQV�DQG�KDYH�WKHVH�DQVZHUHG�WR�WKHLU�
satisfaction.

Participant Full Name:

Today’s date / /D M Y YMD

To be completed by Researcher once the participant has provided consent:

Researcher Full Name: Researcher Signature: / /D M Y YMD

This study is funded by the National Institute for Health Research (NIHR) 
Health Technology Assessment Programme (project reference NIHR 128617). 
The views expressed are those of the author(s) and not necessarily those of 
the NIHR or the Department of Health and Social Care.

When completed, 1 (original) to be kept on record at the University of Liverpool, 
1 copy to be sent to the participant after the interview

Title of Project: Timing of Stoma Closure in Neonates (ToSCiN) 



Participant Consent Form
{Add researcher contact details) or Dr Kerry Woolfall

University of Liverpool, Block B, Waterhouse Building, Liverpool, L69 3GL 
Tel: (ADD RA number) and 07872 963676

Email: K.Woolfall@liv.ac.ukTitle of Project: Timing of Stoma Closure in Neonates (ToSCiN) 

ToSCIN Practitioner Consent Form v2.0, 03-Dec-2020  IRAS ID: 278331 

For online focus groups: please complete the consent form and return to the researcher before the 
scheduled focus group. Thank you.

For interviews only: I will read 6 statements to you in order to obtain your consent for the study. 
Please answer yes or no to each statement. I will then complete the form and send you a copy for 
your records. Is that ok? (Researcher tick (3) AND initial when participant says yes; if they do not 
agree leave blank). Is it ok with you if I audio record this consent taking for our records? 
If Yes, continue. If No, explain that we will not be able to proceed with the interview without recorded 
consent. (Thank the participant for their time – interview end)

Tick Initial

1. ,�FRQ¿UP�WKDW�,�KDYH�UHDG�DQG�XQGHUVWRRG�WKH�LQIRUPDWLRQ�VKHHW��Y��������'HFHPEHU�������IRU�WKH�
above study. I have had the opportunity to consider the information, ask questions and have these 
answered satisfactorily.

2. I agree to take part in an interview or focus group.

3. I agree to the interview/focus group being audio recorded.

4. I understand that my participation is voluntary and that I am free to withdraw from the ToSCiN study 
at any time, without giving a reason.

5. I understand that brief quotations from some interviews/focus groups may be included in study 
reports. I understand that nobody will be able to identify me in these reports.

6. I agree to data from my interview being stored by the study team for up to 10 years after the end of 
this study for checking purposes. I understand that these will be stored securely in compliance with 
the Data Protection Act 2018.

Participant Full Name: Participant Signature: / /D M Y YMD

To be completed by Researcher once the participant has provided consent:

Researcher Full Name: Researcher Signature: / /D M Y YMD

This study is funded by the National Institute for Health Research (NIHR) 
Health Technology Assessment Programme (project reference NIHR 128617). 
The views expressed are those of the author(s) and not necessarily those of 
the NIHR or the Department of Health and Social Care.

When completed, 1 (original) to be kept on record at the University of Liverpool, 
1 copy to be sent to the participant after the interview


