Partner Organisations:
Health Research Authority, England
NHS Research Scotland

NIHR Clinical Research Network, England
NISCHR Permissions Co-ordinating Unit, Wales

HSC Research & Development, Public Health Agency, Northern Ireland

Notification of Non-Substantial/Minor Amendments(s) for NHS Studies

This template must only be used to notify NHS/HSC R&D office(s) of amendments, which are NOT
categorised as Substantial Amendments. ;

If you need to notify a Substantial Amendment to your study then you MUST use the appropriate
Substantial Amendment form in IRAS.

Instructions for using this template

e For guidance on amendments refer to http://www.hra.nhs.uk/research-community/during-your-research-
project/amendments/

e This template should be completed by the Cl and optionally authorised by Sponsor, if required by sponsor

guidelines.

e This form should be submitted according to the instructions provided for NHS/HSC R&D at

http://www.hra.nhs.uk/research-community/during-your-research- roject/amendments/which-review-

bodies-need-to-approve-or-be-notified-of-which-types-of-amendments/ . If you do not submit your

notification in accordance with these instructions then processing of your submission may be significantly

delayed.

1. Study Information

Full title of study:

A Randomised Controlled Trial to Investigate the
Effectiveness of Thoracic Epidural Blockade and
Paravertebral Blockade in Reducing Chronic Post-
Thoracotomy Pain (TOPIC2)

IRAS Project ID:

248427

Sponsor Amendment Notification
number:

Non-Substantial Amendment 3

Sponsor Amendment Notification
date:

11-Mar-2019

Details of Chief Investigator:

Name [first name and surname]

Professor Fang Gao Smith

Address:

University of Birmingham

Postcode:

B15 2TT

Contact telephone number:

0121 371 3243

Email address:

f.gaosmith@bham.ac.uk

Details of Lead Sponsor:

Name:
University of Birmingham
Contact email address: Topic2@trials.bham.ac.uk
Details of Lead Nation:
Name of lead nation England
delete as appropriate
If Eng'and led is the study going Yes

through CSP?
delete as appropriate

Name of lead R&D office:

Birmingham Heartlands Hospital

Notification of non-subsianiiai / minor arnendments; version 1.0; November 2014

Page 1 of 3




¢ jo z abed

#L0Z 19QUIBAON ‘0| UOISIOA ‘SJUBWPUSLIE JOUILL / [EIJUBISGNS-UOU JO LUOIBOION

uojsuyor pireq .1oyebisaau) jedidulg

|eydsoH pugjai gv/ 6149 iseyeg | .
V/IN V/N AyD iseyleg | useypoN | ‘peoy uingsiT ‘|exdsoH AuQ iseyeg :o)is jo uollppy | 9
npieN nqeg se |d yim |
pauado ays Janamoy uoyesjdde Syy| Uo Jewny
[eydsoH ufes aq o} pajess Ajjeulblio [e)dsoH spuejuesH |
V/N V/N spuejuesH | puejbuz weybujwg :10)ebisaau) [edioulld jo abueyn w
(‘reydsoH !
playusl9) :
isni| weulyey Jeypug se |4 yum psuado ayis |
SHN 491882197 Janamoy uoneoiidde Qyy| uo 01swWoy euled aq
0 s|eudsoH 0} paje}s Ajjeutbuo ysni] SHN J91s89197 Jo s|endsoH ;
V/N V/N Ajsisnun | puelbug Ayisianun ojebisaaul [ediouud jo sbuey | ¢
MileW qiunpy :Joyebisaau) [edidouud :
ddl GON ‘weybunioN
V/N VIN leydsoH Ay | puejbug ‘peoy |leuonH ‘lepdsoH AN YIS Jo uonippy | €
[iened mayie -10jebnsaau] [edioulid
[eydsoH XAz ZAD Ajueno) ‘peoy
V/N V/N Aysienun | puejbug | obpug pioyilD ‘[eydsoH AusiaAlun :8)g Jo uonippy | 2
1IpeD peAg iojebisaaul [ediound
|endsoH Ors 9LNH weybumod
V/N VIN liH epsed | puejbug ‘peoy apse) ‘[eydsoH |lIH 8jise) :8)S jJo uonippy | |
UOISIBA juawnosoq S9)IS uonen
Ajuo asn 32140 104 (uioy s1y3 yym papuqns
(2 ‘g ‘v Aiobajes) aJe spuawnsop buiioddns pasusiajal jje dinsus aseajd)
juswpuswe jo siaquinu uoisiaA Buipnjoul (eyepsdosdde se ysyf /o3013p) (mou mau e uj Juswpuswe sjesedas yoes i3jus ases|d)
Aiobajes gy ‘(s)uawnoop Bujpoddns jueas|al 3si 0} sajjdde jJuawpuawy juswipuauwe jo uopduosap jouig | "ON

*SY¥| Ul W0} Juswpuswy [enuesqgng ajeridosdde ay3 asn | SO NoA uayjy Apnjs INOA 0} Juswipuawy [eURISqNS & A}130U 0} paau NoA §j
"SJUSLIPUS WY [enuBlsqng se pesuobaled | ON 8Je Uoiym ‘sjuswipuswe Jo (S)souo gy DSH/SHN Amou o) pasn aq Ajuo jsnw ajejdwsa) siy |

S9leM\ J_CD mr__«mc_ﬁ._OuOO suoissiwad HHOSIN
puBBUT "YIOMISN Yo1easay [eoIUlD HHIN

(s)uswpuswe jo Arewwing °g

puejas) wayuoN ‘Aousby yjjeeH 2ljgnd ‘juswdojaaaq g yosessay OSH

pUB}09S yoieasay SHN
puejbug ‘Ajuoyiny yolessay yilesH
:suonesiuefliQ Jauped




Partner Organisations:

Health Research Authority, England NIHR Clinical Research Network, England
NHS Research Scotland NISCHR Permissions Co-ordinating Unit, Wales
HSC Research & Development, Public Health Agency, Northern Ireland

3. Declaration(s)

Declaration by Chief Investigator

e | confirm that the information in this form is accurate to the best of my knowledge and | take full responsibility
for it.

e | consider that it would be reasonable for the proposed amendment(s) to be implemented.
Print name: ( A é q

¢t =,
Date: H/jj/%[

—

Signature of Chief Investigator: ... ‘ L /

Optional Declaration by the Sponsor’s Representative (as per Sponsor Guidelines)
The sponsor of an approved study is responsible for all amendments made during its conduct.

The person authorising the declaration should be authorised to do so. There is no requirement for a particular
level of seniority; the sponsor’s rules on delegated authority should be adhered to.

e | confirm the sponsor’s support for the amendment(s) in this notification.

Post'DEP’DlE&CFbK " m

Organisation:......gc:.\.-.l...,)\f.’......l..“.........
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