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Key Announcements 

 Stud y Up d a te s/  
Im p o rtan t  Re m ind e rs 

__ 

iWilson Re g istry now 
op e n in 5 countrie s 

(Po land , Sp ain, 
Ge rmany, Be lg ium and  
UK). Pe nd ing  activation 

of Fre nch site s. 

__ 

Enro llm e nt  

161 p atie nts have  now 
b e e n enro lle d . 

__ 

Tim e line s 

First Annual Rep ort 
p lanned  for Autumn 

2023. 

__ 

To p  Re cru it ing  Site s 

1. Prof. Czlonkowska 
(Warsaw Poland ) 

2. Prof.  Be reng ue r 
(Le  Fe , Sp ain)  

3.  Prof. Hartmann 
(Dusse ld orf) 

 

 

 

 
 

De ar Inve stig ators and  Site  Staff, 

We  we lcome you to  the  stud y and  hop e  you all e njoy re ad ing  the  first e d ition of our iWilson 
d ise ase  (iWD) re g istry Ne wsle tte r. We  p lan to  circulate  the se  on a q uarte rly b asis to  share  
information on stud y status, to  hig hlig ht our stud y succe sse s whilst also  p rovid ing  he lp ful hints 
and  tip s to  he lp  the  stud y run smoothly.  

He re  at O rp halan we  are  truly e xcite d  to  b e  op e ning  this reg istry across Europ e  and  b e yond  (we  
may have  ne ws on this in issue  #2!). The  re g istry will b e  a uniq ue  d atase t to  he lp  he althcare  
p rofe ssionals b e tte r und e rstand  Wilson’s d ise ase  (WD) throug h colle ction of conte mp orary d ata 
on the  natural histo ry o f Wilson’s Dise ase . From this we  anticip ate  p atie nt b e ne fit from the  
id e ntification of unmet nee d s and  analysis o f d ata throug h scie ntific p ub lications. 

Whilst we  are  still in the  e arly p hase s o f the  stud y, we  are  alre ad y ab le  to  ce le b rate  some  
imp ortant mile stone s b e cause  o f all your co llective  e fforts – a hug e  thank you for your 
commitme nt to  the  iWD re g istry and  many cong ratulations on the se  achie ve me nts: 

- 13 site s op en in 5 countrie s (2 site s in France  to  g o  live  b e fore  the  
summe r 

- O ve r 150 sub jects enro lle d  from 13 site s !!  

O ur scientific ad visory b oard  will b e  conve ning  in Ap ril to  re vie w d ata 
e nte re d  into  the  e CRF from the  first 50 sub je cts enro lle d  and  we  will summarise  the ir find ing s 
and  re comme nd ations in our ne xt ne wsle tte r. 

Finally, in this issue , we  would  like  to  introd uce  you all to  one  of our star re cruite rs, Profe ssor 
Marina Be re ng ue r, locate d  at La Fe  Unive rsity and  Polytechnic Hosp ital, Vale ncia with some  
inte re sting  facts we  ob taine d  from a q uickfire  Q&A! 

O nce  ag ain, many cong ratulations to  you all fo r a succe ssful launch of the  iWD re g istry and  your 
continue d  sup p ort with ong oing  e nro lme nt. 

With Warm Re g ard s,  

 

 
 
 
 
O mar Kamlin MD 
Senior Med ical Director, O rp halan SA 
 
  

 

From left to  rig ht: Tim Jenkins, Naseem Amin, Frank Verheg gen, Benedicte  De loux, Betsie  Fab e r, Maureen Richard son, Carla Benne tt 
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Country Site; Activation date (FPI)  Site Name Total 
Belgium 3201; October 2022 University Hospital Leuven 10 

France 3301; TBD 2023 Hospital Woman Mother Child - 
3302; TBD 2023 Hospital Foundation Adolphe De Rothschild - 

Spain 

3401; January 2023 Hospital Virgen del Rocio 8 
3402; October 2022 La Fe University and Polytechnic Hospital 25 

3403; August 2022 University Hospital Clínic de Barcelona 12 
3404; March 2023 University Hospital GC Dr Negrín 3 

UK 4401; January 2022 Leeds Teaching Hospitals 6 
4402; December 2022  Royal Free Hospital London 11 

Poland 4801; July 2022 Institute of Psychiatry and Neurology 33 
4802; June 2022 The Children's Memorial Health Institute 3 

Germany 

4901; December 2022 University Clinic Duesseldorf 19 
4902; September 2022 Charite Medical University Berlin 16 
4903; December 2022 University Clinic Leipzig 3 

4904; September 2022 Hannover Medical School (MHH) 12 
Total 161 

 

 

He lp fu l Tip s and  Re m ind e rs 
Ple ase  contact your local Erg ome d  CRA for Ge ne ral Que rie s & Sup p ort 

 
A- Frie nd ly re m ind e r fo r d a ta  e n try and  q ue ry re so lu t io n  t im e line :   

 
• A new p atient should  b e  created  in eCRF, within 5 b usiness d ays o f sig ning  Informed  Co nse nt 
• Base line  and  fo llow-up  visit d ata sho uld  b e  ente red  in eCRF within 10 b usiness d ays o f the  visit/asse ssment; 

comp le tion o f lab orato ry d ata/  missing  fie ld s are  exp ected  to  b e  comp le ted  within 3 mo nths o f the  clinic visit 
 

B- Re m ind e r o n  Mo nito ring  e xp e cta t io n :  
Q u . How freq ue ntly will the  d ata b e  reviewed  b y Monito r?  
An . At the  start, i.e ., d uring  Enro lm e nt Pe rio d : First onsite  visit sho uld  take  p lace  within two  mo nths o f FPFV or once  3 
p atie nts have  b e en enro lle d  (whicheve r occurs first). Sub seq ue nt onsite  visits should  occur at inte rvals o f e ve ry 5 to  10 
p atie nts enro lled . The  d uration o f the  visit will b e  e ithe r 1 d ay (if 1-9 p atie nts e nro lled )  o r 2 d ays (if 10 o r more  p atie nts 
enro lled ) since  the  p revious on-site  visit.  

 
C- Re m ind e r o f d a ta  co lle ct io n  fre q ue ncy:   
Q u . How freq uently should  co llected  d ata b e  e nte re d  into  the  e CRF?  
An . At Base line  (inclusive  o f Screening  Data) and  from e ach fo llow up  visit assuming  stand ard  o f care  is 1-2 visits p e r 
year. Any e xtra o r ad d itional visits should  b e  summarised  and  e nte red  at the  fo llowing  SO C visit (6 o r 12 months afte r 
the  p reviously ente red  visit). For a g iven 12 month p e riod  no  more  than 2 visits should  b e  e nte red  into  the  CRF. 
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Sp o t lig ht  o n  Pro fe sso r Marina  Be re ng ue r loca te d  a t  La  Fe  Unive rsity and  
Po lyte chnic Ho sp ita l, Va le ncia , Sp a in . 
Dr Marina Be re ng ue r stud ied  in the  French school in Vale ncia, and  then 
went to  the  Med ical School in Valencia. He r fathe r was a g astro -
hep ato lo g ist and  he  was p assionate  ab out his job , p articularly when the  
live r transp lant unit op e ne d  in 1990 and  this insp ired  he r to  sp ecialize  in 
hep ato lo g y. She  p rovid es clinical care  fo r ap p roximate ly 50 p atie nts 
with Wilson’s d ise ase  and  has so  far recruited  25 onto  the  iWilson 
Reg istry. 
Marina informs us that he r WD clinics typ ically run twice  a year fo r stab le  
p atie nts with ad d itional visits as need ed  fo r unstab le  p atie nts (i.e . those  
starting  the rap y, recently d iag nosed , o r who  d eve lop  comp lications). 
He r clinics are  multid iscip linary with a sp ecialized  Nurse  and  
ne uro log ist. They have  a  transition p ro g ram for p aed iatric p atients 
transfe rring  into  the  ad ult clinics and  they have  strong  links with 
g e ne ticists sp ecializing  in rare  d isease s. 

 

Q uick Fire  Q ue st io ns: 

What d o  yo ur p a t ie n ts fe e l the  va lue  o f p a rt icip a t ing  in  the  re g istry?  WD p atients d o e ve rything  fo r the ir "community". The y all 
und e rstand  that it is not a common d ise ase  and  want to  he lp  in any way the y can. The y are  ve ry committe d  p atie nts, d e sp ite  the  fact 
that comp liance  with the rap y is no t always op timal. 

Ap p ro xim ate ly ho w  fa r d o e s the  p a t ie n t  w ho  live s fu rthe st  aw ay have  to  trave l to  the  WD clin ic?  Most are  re lative ly close , b ut 
a fe w have  to  trave l 2-3 hours. We  try to  d o  as many p hone  visits as p ossib le . 
 

Ho w  a re  yo u  and  yo ur te am  find in g  the  in te ract io ns w ith  yo ur Erg o m e d  CRA? Ho w  d id  yo u  first  m o nito rin g  visit  g o ?  Fine . 
The y d id n’t miss one  sing le  d e tail. 
 

Ho w  h as yo u/ yo ur te am  fo u nd  e n te ring  d a ta  in to  the  e CRF/ EDC? Are  the re  a re  sp e cific p a in-p o in ts th a t  yo u  a re  
e xp e rie ncing  tha t  yo u  fe e l co u ld  b e  im p ro ve d ? 
It is a ve ry d e taile d  re g istry, and  the re  are  too  many ite ms to  b e  ente re d . Quite  o ften WD are  re fe rre d  from o the r ce ntre s, and  we  
d on t́ have  d ata on the ir first lab  re sults. Whe n this is the  case , it is ve ry d ifficult to  fill in the  re g istry. And  this is a ve ry common issue  
with rare  d ise ase s. Patie nts q uite  o fte n move  from p lace  to  p lace  until the y are  se e n b y a Sp e cialist in the  sp e cific rare  d ise ase , and  
the  re sults from the  te sts p e rforme d  in the  first he alth care  p lace s are  no t always availab le . 
 

If yo u  had  it  yo ur w ay and  h o sp ita l b u d g e t  w a s no t  an  issue , w ha t  w o uld  yo u  chang e  and  w hy?  
I would  make  sure  that p atients would  always b e  se en b y p sycholog ists and /or p sychiatrists and  would  make  sure  that all the  cop p e r 
re late d  techniq ue s we re  availab le  in our ce nte r. Curre ntly that is not the  case . Intrahep atic cop p e r q uantitation and  e xchang e ab le  
cop p e r are  se nt away to  an e xte rnal lab oratory. 

What d o  yo u  se e  is the  va lue  o f a  WD re g istry?  As fo r all rare  d ise ase s, a re g istry is the  only way to  ob tain information on g e ne ral 
fe ature s, tre nd s, outcome  measure s, and  the n b ase d  on the se  we  can come up  with sp ecific stud ie s and  hyp othe se s. 
 
And  fina lly - Whe re  w o uld  yo u  re co m m e nd  to urists visit  in  Va le ncia?  I would  recomme nd  the m to  visit the  ce ntral marke t, the  
Plaza d e  la virg e n, la p laza red ond a, la  Lonja d e  la Se d a ...all situate d  d owntown. The n I would  recomme nd  the m to  b ike  the  "rive r". 
It is now a hug e  g ard e n that surround s the  whole  city, and  many activitie s take  p lace  the re . Finally, I would  re commend  having  
lunch in the  Cab anyal (o  Las Are nas), a b e ach p rome nad e  that is full o f g ood  re staurants to  have  lunch. 
 

Inte rview cond ucted  b y Carmen García, Orp halan Medical Affairs Sp ain on 15 Feb  2023 


