
 

 

DesigŶ:  
Phase II ƌaŶdoŵised, 

paƌallel-gƌoup, douďle 
ďliŶd, plaĐeďo-

ĐoŶtƌolled tƌial.  
 

Aiŵ: 
To assess ǁhetheƌ 
EĐulizuŵaď ;EĐuͿ 

ƌeduĐes the seǀeƌitǇ of 
“higa-toǆiŶ pƌoduĐiŶg 

EsĐheƌiĐhia Đoli 
HaeŵolǇiĐ UƌaeŵiĐ 

“ǇŶdƌoŵe ;“TEC HU“Ϳ 
iŶ ĐhildƌeŶ aŶd ǇouŶg 

people. 
 

ECU“TEC is fuŶded ďǇ 
the EiĐaĐǇ aŶd  

MeĐhaŶisŵ EǀaluaioŶ 
;EMEͿ Pƌogƌaŵŵe, aŶ 

MRC aŶd NIHR  
paƌtŶeƌship 

 

ECU“TEC is spoŶsoƌed 
ďǇ The NeǁĐastle UpoŶ 

TǇŶe Hospitals Nhs 
FouŶdaioŶ Tƌust 

I“RCTNϴϵϱϱϯϭϭϲ   
EUDRACT: ϮϬϭϲ-ϬϬϬϵϵϳ-ϯϵ  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Message froŵ the Chief IŶǀesigator 

I’d like to thaŶk all of Ǉou iŶǀolǀed iŶ ECU“TEC foƌ Ǉouƌ ĐoŶiŶued ĐoŵŵitŵeŶt to deliǀeƌiŶg the tƌial. We aƌe totallǇ depeŶdeŶt 
oŶ Ǉouƌ suppoƌt aŶd ǁe appƌeĐiate the efoƌts ŵade iŶ eaĐh aŶd eǀeƌǇ paieŶt appƌoaĐh.  Heƌe is a suŵŵaƌǇ of the ĐuƌƌeŶt 
tƌial status.  
With ŵǇ  ǁaƌŵest ǁishes,  
“allǇ JohŶsoŶ 

 

ECUSTEC NeǁsleterECUSTEC NeǁsleterECUSTEC Neǁsleter   
 

Issue ϭϬ, “epteŵďeƌ ϮϬϭϵ 

ReĐruitŵeŶt 

Ateƌ a sloǁ staƌt to the ϮϬϭϵ seasoŶ, ƌeĐƌuitŵeŶt has piĐked up iŶ August. Tǁo paieŶts ǁeƌe 
ƌeĐƌuited iŶ JuŶe, oŶe iŶ JulǇ folloǁed ďǇ fouƌ iŶ August.  HopefullǇ ǁe ĐaŶ ŵaiŶtaiŶ this oǀeƌ the Ŷeǆt 
feǁ ŵoŶths.  
MaŶǇ thaŶks to the UŶiǀeƌsitǇ Hospital Wales, QŵĐ PaediatƌiĐs NoiŶghaŵ, RoǇal MaŶĐhesteƌ 
ChildƌeŶ's Hospital , Leeds GeŶeƌal IŶiƌŵaƌǇ aŶd Bƌistol RoǇal Hospital Foƌ ChildƌeŶ foƌ ƌeĐƌuiiŶg the 
last ϳ paieŶts.  

Also I’d like to saǇ a ďig thaŶk Ǉou to Aldeƌ HeǇ ChildƌeŶ’s Hospital ǁho has aĐĐepted a tƌaŶsfeƌ of 
paieŶt fƌoŵ UŶiǀeƌsitǇ Hospital of Wales, this ǁas due to the paieŶt liǀiŶg iŶ the Noƌth West of 
EŶglaŶd aŶd ǁas hospitalised duƌiŶg a faŵilǇ ǀaĐaioŶ. The Caƌdif aŶd Aldeƌ HeǇ teaŵs ǁoƌked 
togetheƌ ǁith the Tƌials UŶit to suĐĐessfullǇ tƌaŶsfeƌ the Đhild ďetǁeeŶ tǁo doses of IMP, alloǁiŶg the 
Đhild to ĐoŶiŶue iŶ the tƌial. This is a ƌeŵaƌkaďle aĐhieǀeŵeŶt aŶd ǁell doŶe to all iŶǀolǀed. The total 
Ŷuŵďeƌ of paieŶts ƌeĐƌuited is ϯϬ, ǁhiĐh is -ϯϵ ƌeĐƌuitŵeŶts ďehiŶd taƌget.  

ReĐruitŵeŶt issues 

Data fƌoŵ PuďliĐ Health EŶglaŶd aŶd Health PƌoteĐioŶ “ĐotlaŶd shoǁs theƌe has ďeeŶ a fall iŶ the 
iŶĐideŶĐe of “TEC-HU“ oǀeƌ the past Ϯ Ǉeaƌs, ǁhiĐh has Đo-iŶĐided ǁith the tƌial opeŶiŶg to 
ƌeĐƌuitŵeŶt. Theƌefoƌe foƌ the tƌial to suĐĐeed, it is esseŶial ǁe ƌeĐƌuit as ŵaŶǇ eligiďle paieŶts as 
possiďle. We aƌe eǆploƌiŶg a Ŷuŵďeƌ of aides to help all those iŶ ECU“TEC to aĐhieǀe this. The iƌst of 
these, a ͞FƌeƋueŶtlǇ Asked QuesioŶs͟ doĐuŵeŶt has ďeeŶ ĐiƌĐulated to teaŵs. WatĐh this spaĐe foƌ 
ŵoƌe iŶfoƌŵaioŶ.  



 

 

StudǇ CoŶtaĐt details: 
 

Chief IŶǀesigator 

Dƌ “allǇ JohŶsoŶ 

The NeǁĐastle UpoŶ 
TǇŶe Hospitals Nhs 
FouŶdaioŶ Tƌust 

“allǇ.JohŶsoŶ@Ŷuth.Ŷhs.uk 

Tel: Ϭϭϵϭ ϮϴϮ ϰϵϭϳ  
 

 

ECUSTEC Trial Staf  
at BCTU 

Hugh Jaƌƌet 

;Teaŵ LeadeƌͿ 
RaƋuel FeƌŶáŶdez  

del Río  ;Tƌial MaŶageƌͿ 
TeƌƌǇ Hughes 

;Data MaŶageƌͿ 
 

TelephoŶe 

ϬϭϮϭ ϰϭϱ ϵϭϯϬ /  
ϬϭϮϭ ϰϭϱ ϵϭϯϭ 

 

Faǆ 

 ϬϭϮϭ ϰϭϱ ϵϭϯϱ 

 

Weďsite 

ǁǁǁ.ďiƌŵiŶghaŵ.aĐ.uk/
ECU“TEC 

 

Eŵail 
ECU“TEC@tƌials.ďhaŵ.aĐ.uk 

 

Tǁiter 

@EĐusteĐ_BCTU 

 

 

POSTAL ADDRESS 

ECU“TEC Tƌial OiĐe,  
BiƌŵiŶghaŵ CliŶiĐal Tƌials 

UŶit ;BCTUͿ 
PuďliĐ Health BuildiŶg 

UŶiǀeƌsitǇ of BiƌŵiŶghaŵ 
BiƌŵiŶghaŵ  

Bϭϱ ϮTT 

 

 

 

 

 

 

 

 

 

 

PaieŶt IdeŶiiĐaioŶ CeŶtres  DaǇ 30 Stool Saŵple  
These stool saŵples aƌe seŶt to PuďliĐ Health 
EŶglaŶd foƌ aŶalǇsis foƌ “TEC deteĐioŶ. CaŶ I 
ƌeŵiŶd sites all DaǇ ϯϬ stool saŵples should ďe 
seŶt ǁith ďoth the ECU“TEC ƌeseaƌĐh saŵple 
foƌŵ aŶd the NH“ Lϱ foƌŵ to eŶsuƌe ƌesults aƌe 
ƌeĐeiǀed. If Ǉou aƌe sill ŵissiŶg aŶǇ DaǇ ϯϬ 
stool saŵple ƌesults, ĐaŶ Ǉou please eŵail ;ǀia 
Ŷhs.ŶetͿ the PaieŶt details aŶd date of saŵple 
to Claiƌe JeŶkiŶs at PHE 
;Claiƌe.JeŶkiŶsϭ@phe.goǀ.uk Ϳ ǁho ǁill seŶd the 
ƌesult to Ǉou. Please foƌǁaƌd the ƌesult to the 
tƌial teaŵ at BCTU oŶĐe ƌeĐeiǀed. 
 

MaiŶtaiŶiŶg the Douďle-BliŶd  
Please Đould ǁe ƌeŵiŶd all site phaƌŵaĐies aŶd uŶďliŶded tƌial staf to ďe aǁaƌe of aƌeas ǁheƌe 
poteŶial uŶďliŶdiŶg ŵaǇ oĐĐuƌ i.e. iŶaŶĐial ŵoŶthlǇ ƌepoƌts, iŶfoƌŵiŶg site oƌ tƌials uŶit staf 
aďout IMP oƌdeƌs. 

ThaŶk Ǉou to all of the teaŵs at ECU“TEC PICs 
foƌ suppoƌiŶg aŶd faĐilitaiŶg ƌeĐƌuitŵeŶt 
iŶto ECU“TEC. We aƌe ĐoŶiŶuiŶg to ƌeĐƌuit 
seĐoŶdaƌǇ Đaƌe ĐeŶtƌes thƌoughout the UK 
aŶd the Tƌials Teaŵ aƌe ĐoŶiŶuiŶg to iŶiiate 
ĐoŶtaĐt ǁith poteŶial PICs. If Ǉou aƌe aǁaƌe 
of aŶǇ Đolleagues at seĐoŶdaƌǇ Đaƌe ĐeŶtƌes 
ǁho aƌe iŶteƌested iŶ paƌiĐipaiŶg as aŶ 
ECU“TEC PIC please foƌǁaƌd theiƌ ĐoŶtaĐt 
details to the Tƌials Teaŵ  
;ECU“TEC@tƌials.ďhaŵ.aĐ.ukͿ.  
 

ECUSTEC Refresher traiŶiŶg 

WhǇ Ŷot hold a ƌefƌesheƌ sessioŶ to keep the Tƌial iŶ the ŵiŶds of the teaŵ ŵeŵďeƌs at Ǉouƌ 
ĐeŶtƌes? If theƌe aƌe aŶǇ ĐhaŶges iŶ staf at Ǉouƌ site please ƌeŵeŵďeƌ to seŶd us Ǉouƌ updated 
delegaioŶ log. If Ŷeǁ staf aƌe added to the delegaioŶ log, please also foƌǁaƌd a ĐopǇ of theiƌ CV 
;sigŶed aŶd dated ǁithiŶ the last ϭϮ ŵoŶthsͿ aŶd theiƌ latest GCP ĐeƌiiĐate. If aŶǇ Ŷeǁ oƌ 
eǆisiŶg staf ǁould like to aƌƌaŶge oŶe-to-oŶe tƌaiŶiŶg aďout the tƌial, please ĐoŶtaĐt RaƋuel 
FeƌŶáŶdez del Río ;feƌŶaŶdezdelƌio@ďhaŵ.aĐ.ukͿ.  
The ECU“TEC teaŵ aƌe alǁaǇs happǇ to help so please ĐoŶtaĐt us if Ǉou haǀe aŶǇ ƋuesioŶs! 

SĐreeŶiŶg data 

The Tƌials Teaŵ ǁould like to take this oppoƌtuŶitǇ to thaŶk ECU“TEC ƌeĐƌuiiŶg ĐeŶtƌes foƌ foƌ-
ǁaƌdiŶg sĐƌeeŶiŶg iŶfoƌŵaioŶ pƌoŵptlǇ ǁheŶ ƌeƋuested ďǇ the Tƌials Teaŵ, aŶd foƌ iŶfoƌŵiŶg 
us of aŶǇ poteŶial paieŶts. This helps us to ŵoŶitoƌ the Ŷuŵďeƌ of paieŶts ďeiŶg sĐƌeeŶed foƌ 
the tƌial, ideŶifǇ aŶǇ ďaƌƌieƌs to ƌeĐƌuitŵeŶt aŶd Đƌoss-ƌefeƌeŶĐe agaiŶst puďliĐ health sĐƌeeŶ-

Data / Case Report forŵs 

Please eŶsuƌe that the ĐoƌƌeĐt ǀeƌsioŶs of the 
Tƌial doĐuŵeŶtaioŶ aŶd CRF foƌŵs aƌe used. 
The ĐuƌƌeŶt doĐuŵeŶtaioŶ ĐaŶ ďe fouŶd oŶ the 
ECU“TEC Weďsite.  

https://www.birmingham.ac.uk/research/activity/mds/trials/bctu/trials/renal/STOPACEi/index.aspx
https://www.birmingham.ac.uk/research/activity/mds/trials/bctu/trials/renal/STOPACEi/index.aspx
https://twitter.com/Ecustec_BCTU
mailto:Claire.Jenkins1@phe.gov.uk
https://www.birmingham.ac.uk/research/activity/mds/trials/bctu/trials/renal/ECUSTEC/investigators/documentation.aspx


 

 

CeriiĐate of VaĐĐiŶaioŶ 

Please ŵaǇ ǁe ƌeŵiŶd sites to eŶsuƌe that the DaǇ ϭ 
aŶd Pƌe-DisĐhaƌge CeƌiiĐates of VaĐĐiŶaioŶ aƌe 
foƌǁaƌded to ďoth BCTU aŶd AleǆioŶ. 

Outďreak PlaŶŶiŶg 

“TEC HU“ ĐaŶ oĐĐuƌ iŶ loĐalised outďƌeaks. 
It is iŵpoƌtaŶt that teaŵs aƌe ƌeadǇ to 
deliǀeƌ the    tƌial iŶ aŶ outďƌeak situaioŶ 
aŶd the tƌial teaŵ haǀe foĐused oŶ 
outďƌeak plaŶŶiŶg ƌeĐeŶtlǇ. At the Gƌeat 
Noƌth ChildƌeŶ’s Hospital the tƌial has 
ďeeŶ aĐĐepted oŶto a ƌegisteƌ of 
͞HiďeƌŶaioŶ “tudies͟ ǁhiĐh ŵeaŶs 
addiioŶal ƌesouƌĐes ĐaŶ ďe diƌeĐted iŶ the 
eǀeŶt of aŶ outďƌeak ;e.g. IŶlueŶza 
studiesͿ. Otheƌ sites aƌe eŶĐouƌaged to see 
if a siŵilaƌ sǇsteŵ is iŶ plaĐe iŶ theiƌ Tƌust. 

STEC deteĐioŶ 

As the seasoŶ of “TEC HU“ ;oƌ tǇpiĐal HU“/D+HU“Ϳ is ǁell uŶdeƌǁaǇ ǁe aƌe 
ĐoŶtaĐiŶg all sites foƌ the ECU“TEC Tƌial aŶd askiŶg Ǉou to ƌaise addiioŶal 
aǁaƌeŶess ǁith Ǉouƌ ƌespeĐiǀe EŵeƌgeŶĐǇ & MiĐƌoďiologǇ depaƌtŵeŶts ǁith 
the oďjeĐiǀe of iŵpƌoǀiŶg “TEC deteĐioŶ. A posiiǀe “TEC ƌesult is Ŷot aŶ 
aďsolute ƌeƋuiƌeŵeŶt foƌ studǇ eŶtƌǇ, ďut iŶ soŵe Đases a posiiǀe ƌesult ĐaŶ 
eŶsuƌe a paieŶt is eligiďle. The ŵaiŶ thiŶgs to ƌeŵeŵďeƌ aƌe: 

ϭ. Take stool Đultuƌes aŶd ƌeĐtal sǁaďs BEFORE staƌiŶg aŶiďioiĐs iŶ possiďle 
“TEC HU“ ;NB although aŶiďioiĐs aƌe Ŷot iŶdiĐated iŶ “TEC iŶfeĐioŶ it is 
appƌeĐiated that iŶ the eaƌlǇ stages a ďƌoad difeƌeŶial diagŶosis ŵaǇ applǇͿ 

Ϯ. EŶsuƌiŶg stool saŵples oƌ ƌeĐtal sǁaďs aƌe takeŶ aŶd at least stoƌed foƌ 
“TEC PCR if Đultuƌes aƌe Ŷegaiǀe. 

Follow us @Ecustec_BCTU 

We hope that ǁith this aĐĐouŶt ǁill ďe aďle to ĐoŵŵuŶiĐate 
the aiŵ of ECU“TEC to a ďƌoadeƌ audieŶĐe aŶd to ŵake ŵoƌe 
people aǁaƌe of the aǀailaďilitǇ aŶd the poteŶial ďeŶeits of 
ďeiŶg paƌt of this tƌial aŶd peƌhaps iŶĐƌease ƌeĐƌuitŵeŶt. The 
MediĐal ĐoŵŵuŶitǇ ǁill haǀe the oppoƌtuŶitǇ to shaƌe 
ĐoŵŵeŶts  ĐoŶĐeƌŶiŶg HU“ aŶd keep up to date ǁith the 
latest Ŷeǁs oŶ “TEC-HU“. Please folloǁ us foƌ fƌeƋueŶt 
updates oŶ eǀeƌǇthiŶg ƌelated to the Tƌial, please tag it iŶ all 
Ǉouƌ tǁeets aŶd eŶĐouƌage Ǉouƌ Đolleagues to use it.   

ECUSTEC Ŷeǁ Trial MaŶager  
EĐusteĐ has a Ŷeǁ tƌial ĐooƌdiŶatoƌ! MǇ Ŷaŵe is RaƋuel FeƌŶáŶdez del Río 
aŶd I haǀe ƌeĐeŶtlǇ staƌted ǁoƌkiŶg as Tƌial CooƌdiŶatoƌ foƌ the ECU“TEC tƌial. 
I aŵ ƌespoŶsiďle foƌ the ŵaŶageŵeŶt aŶd adŵiŶistƌaioŶ tasks of the Tƌial. 
MǇ ŵost ƌeĐeŶtlǇ ƌole has ďeeŶ ǁoƌkiŶg as a ReseaƌĐheƌ ǁithiŶ the PƌotoŶ 
IoŶisaioŶ MoleĐulaƌ Mass speĐtƌoŵetƌǇ pƌojeĐt iŶ the MoleĐulaƌ phǇsiĐs 
Gƌoup at the UŶiǀeƌsitǇ of BiƌŵiŶghaŵ. MǇ ǁoƌk ǁas foĐussed oŶ iŶdiŶg 
ďioŵaƌkeƌs iŶ the ďƌeath of ĐiƌƌhoiĐ paieŶts foƌ the ďeŶeit of a ŶoŶ-iŶǀasiǀe 
ĐliŶiĐal diagŶosis of liǀeƌ disease pƌoĐeduƌes aŶd ŵoŶitoƌiŶg of HepaiĐ 
eŶĐephalopathǇ. I aŵ ǀeƌǇ eŶthusiasiĐ to joiŶ the EĐusteĐ Teaŵ aŶd lookiŶg 
foƌǁaƌd to suppoƌt the tƌial to iŶd ďeteƌ ǁaǇs to tƌeat “TEC-HU“ iŶ the 
futuƌe.  

Other Neǁs 

HUS Workshop EĐusteĐ Tǁiter aĐĐouŶt  
ECU“TEC has a Ŷeǁ oiĐial tǁiteƌ aĐĐouŶt! We aƌe pleased to aŶŶouŶĐe aŶ eǆĐiiŶg aŶd ĐoŶteŶt-ƌiĐh 

ǁoƌkshop. The GastƌoiŶtesiŶal IŶfeĐioŶs teaŵ at PHE ǁill 
ďe hosiŶg a HU“ ǁoƌkshop oŶ ϳth Noǀeŵďeƌ iŶ BiƌŵiŶg-
haŵ. EĐusteĐ Chief IŶǀesigatoƌ, Dƌ. “allǇ JohŶsoŶ ǁill pƌe-
seŶt the latest updates oŶ the ECU“TEC tƌial.  

https://twitter.com/Ecustec_BCTU

