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Names of Mentee/Mentor: Mentee Dr Joyce Sande

Title of Project:

Aim/Objective of your research project
Analyze the accuracy of shear wave elastography in the diagnosis of liver fibrosis as

compared to liver biopsy.
PROGRESS

1) Sample size currently 125. Aim to get to 130 (total needed) by end of feb.
Proposal comments on sample size. Currently, approximat

biopsies are carried out in each radiolo tment in a year th e
chose a figure of 110 having factored in the AUROC and standard error.
Shear wave elastography has been shown to have a lower operator error
technique than transient elastography (3-16%): therefore, justasa
precautionary measure we have raised the sample size from 110 to
130.A sample size between 110 and 130 would be sufficiently large to
provide a good estimate of the AUROC even if the actual AUROC is lower
than expected and therefore could result in a larger standard error. The
sample sizes proposed are based on a single diagnostic test. When we
combine tests to identify patients with significant fibrosis or cirrhosis,
the AUROC should improve leading to an even smalley sample size being

needed.
3) Ihave sent an initial data set to biostatistician with pertinent analysis
uestjons that need t ddresses with his tistical hel

4) 1have also drafted A’ live’ word document on ongoing observations

during the study of important discussion points that will need to be
d s after th is

5) laim to send statistjtian final data set by feb 28% Godwilling.

How often have you been communicating with your Mentor
As the need arises

How much time have you allotted for your research (weekly)

Approx. 1-2 days per week (not yet formally agreed)
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Accomplishments this research period A repetition of prior (ie number of
patientss enrolled in study/surveys completed)

.1. Recruitment- From end of Feb to 52to 81 patients thus far

.2, Online research course to finesse research skill

.3.Started live document of study observations

4. Formal approval letter from KNH in addition to the AKU one for the collaborative
research

.5. Continued patient recruitment from aku, knh and st mary’s

Challenges this research period

1) Starting to think about the data

2) Collaboration withBiostatistiacian. Lack of feedback on almost complete data
set and corresponding analysis we need to do based on questions we can
answer from the data set.

3) Time needed to complete the research
I will now need to move from a less formal time protection to formal time
protection for the data analysis and write up. Even at least 1 day week minus
clinical interruptions.
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THE AGA KBAN UNIVERSITY

Ref: REC-04(v5
Faculey of Health Sciences zg‘f" ;013[4“3 20(1\’3 )
Medical College ovember

Dr. Joyce Sande
Seniar Instructor-Radiclogy
Aga Khan University -EA, Nairobi

Dear Dr. Sande,

Re: THE ROLE OF ELASTOGRAPHY IN THE DIAGNOSTIC ALGORITHM OF ACCURATE
QUANTIFICATION OFf LIVER FIBROSIS

In reference to the Ethics Committee letter dated 18 Sept. 2013_Ref:2013/REC-04(v4a), the Aga
Khan University Faculty of Health Sciences Research E£thics Committee reviewed the revised
proposal and related documentation submitted to the RSU and noted that all ethical concerns
earlier raised have been conclusively addressed.

The committee in a meeting held on 22" November, 2013 granted approval for this project
based on core ethical standards which have been fully instituted in the protocol. This proposa! is
also in compliance with the Aga Khan University Research Ethics Regulations.

You are authorized to conduct this study from 02" December 2013. This approval is valid until
01% December 2014.

The study should be conducted in full accordance with all the applicable sections of the R&EC
guidelines and you should notify the R&EC immediately of any changes that may affect your
research project. You should report any unanticipated problems involving risks to the
participants to the R&EC. You must provide an interim report before expiration of the validity of
this approval and request extension if additicnal time is required for study completion. As the
principal investigator you must advise the R&EC when this study is finished or discontinued and a
final report submitted to the RSU. Further approval from the Haspital shouid be sought before
publishing the results.

If you have any questions, please contact Research Support Unit - kamanda.ciru@aku.edu or
020-366 2148.

Sincerely,

WA/

Dr. Amnyn Lakhani
Chair, FHS AKU [N) - Research Ethics Committee

Jid Padddauds Avene, off Lanwer Rond, 120, Boa 30270, GPO 0001, Nuditald, Repyu
Tel, #2370 20 366 2L07/2[09; Fox + 25( 20 374 3025

Euot ,,.,»rhculm)hl-_rr-_cm]niriy;@uhu.m‘n: Tedisitos nnre whee edn



THE AGA KHAN UNIVERSITY

Ref: 2013/REC-04(V3)
20" August 2013

Faculty of Health Sciences
Medical College

Dr. Joyce Sande
Senior Instructor
Aga Khan University —EA, Nairobi

Dear Dr Sande,

RE: THE ROLE OF ELASTOGRAPHY IN THE DIAGNOSTIC ALGORITHM OF ACCURATE
QUANTIFICATION OF UVER FIBROSIS

This is to notify you that that the Aga Khan University Faculty of Health Sciences Research
Committee deliberated on the responses and revised protocol you submitted for the above
mentioned study.

The Committee is satisfied that this is 2 proposal of scientific merit, the responses
satisfactorily answer the concerns earlier raised and hence your study was approved for
onward submission to the Ethics Committee.

Further, this being a mentorship programme, the committee opines that you may consider
incorporating a local mentor since most of the work as proposed will be undertaken locally.

You will be notified of the Ethics Committee’s decision by the Research Support Unit (RSU) in
due course. if you have any questions, please ¢contact RSU through - kamanda.ciru@aku.edu
or 020-366 2148.

Yours sincerely,

! \I
it
A\ Al
Dr. Gunturu Revathi

V. Chalr, AKU [EA) - Research Committee

2 Pusklunds Avenne. off Limuia Root, P 0 Bax 30270, GPO ANIAN, Nurrubi. Kenvu
Tol; +254 20366 20772109; Fas: + 354 20 374 3975
Emuil- nudloollive. enguirims@itkn. edu; Websire- ivecre i, exdrc




