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Efni: 22-009-S1 Bone quality evaluation of femurs in THA (Total Hip Arthroplasty) by
correlation of CT medical data and BMI with synchrotron analysis

Umsokn pinni til visindasidanefndar hefur verid gefid nimerid VSN-22-009. Vid forum vinsamlegast
fram 4 ad pad niimer verdi notad i samskiptum vegna pessarar umsoknar.

A fundi sinum 25.01.2022 fjalladi visindasidanefnd um umsékn pina vegna ofangreindrar
rannsdknardztlunar og svarbréf pitt og uppferd fylgigégn. Medrannsakendur binir eru:

Maria Laura Gatto, PhD student,Dept SIMAU, Universita Politecnica delle Marche (UNIVPM), Via
Brecce Bianche 12, 60131 Ancona, Italy.

Paolo Mengucci, Professor, Dept. SIMAU, Universita Politecnica delle Marche (UNIVPM) Via
Brecce Bianche 12, 60131 Ancona, ltaly.

Donatella Malta, MS student, Inst. f. Biomed. and Neural Engineering/ Biomed. Technology Centre
Reykjavik University & Landspitali.

Paolo Gargiulo, Professor, Director. Inst. f. Biomed. and Neural Engineering/ Biomed. Technology
Centre, Reykjavik University & Landspitali.

Um rannsdknarurtakid segir i kafla B-1 i umsokn til nefndarinnar: ,, Tweny patients from the THA
waiting list at Landspitali will be enrolled into the study. Dagbjért - who is responsible for the THA
waiting list - will inform a preselected (HJjr) patient and invite them to participate and send cover
letter for the study. Hjr will meet those who accept and complete the information

process and ask for a signed consignement."”

Um gagnadflun i pagu rannsoknarinnar segir i kafla B-2: ,, Values for hight and weight will for BMI
calculation. CT scanning of the hips.

During the pre-op examination, CT scanning of both hip joints will be done according to a special
study protocoll that has been verified (see attachment) during our earlier studies on THA. The femur
head and neck that is removed during the THA will be put directly into formalin solution and
prepared at the Department of pathology at Landspitalinn for shipment to Italy. All ID from the BMI
values, the CT scanning and the head and neck bones will immediately be encrypted and replaced
with study numbers by Hljr,"

ID numbers and medical information will be destroyed with help from the IT department one year
after the study has finished, at the latest 31.12.2023.



Visindasidanefnd sér pvi ekkert til fyrirstodu ad umsazkjandi fai adgang ad peim upplysingum sem
upp eru taldar i kafla B-2 { umsdkn tr par tilgreindum sjukraskram. Med visan til 1. mgr. 12. gr. laga
nr. 44/2014, um visindarannsoknir a heilbrigdissvidi, er rannséknaraatlunin endanlega sampykkt med
peim almenna fyrirvara ad 16gbundid sampykki skraarhaldara skv. 2. mgr. 27. gr. laga nr. 44/2014
verdur ad liggja fyrir 4dur en vinna med heilbrigdisgdgn vidkomandi stofnunar/skraarhaldara hefst.

Vakin er athygli 4 ad innan gildistima leyfis nefndarinnar er gert rad fyrir gagnadflun, rvinnslu
gagna og birtingu nidurstadna. Einnig er vakin er athygli 4 ad leyfi nefndarinnar midast vid
rannsoknarlok sem tilgreind eru i umsokn, nema sétt verdi um framlengingu 4 gildistima leyfis innan
pess tima. Rannsoknarlok skv. umsokn eru 01.06.2023.

Visindasidanefnd aréttar ad abyrgdarmadur rannséknarinnar ber abyrgd 4 ad sott sé um
videigandi leyfi fyrir rannsokninni hja peim stofnunum sem vid 4. Oheimilt er ad hefja
framkveemd rannséknarinnar fyrr en pau liggja fyrir. Afrit leyfa/samstarfsyfirlysinga purfa ad
berast nefndinni. Aréttad er ad allar fyrirhugadar breytingar a pegar sampykktri
rannséknaraztlun purfa ad koma inn til nefndarinnar til umfjéllunar. Jafnframt ber
abyrgdarmanni ad szkja um breytingar til peirra stofnanna, sem veitt hafa leyfi vegna
framkveemdar rannsoknarinnar eda oflunar gagna, um framangreint, ef vio 4.
Visindasidanefnd bendir rannsakendum vinsamlegast 4 ad birta VSN tilvisunarnamer
rannsoknarinnar par sem vitnad er i leyfi nefndarinnar i birtum greinum um rannséknina.
Minnt er 4 ad tilkynna rannséknarlok til nefndarinnar.




