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Appendix B
Patient Consent Forms and Information Leaflet

English Consent Form

Consent Form

Dear Sir/Madam

You are going to have a special x-ray scan called a computed tomography or CT scan.
This scan is to help the doctor to plan your cancer treatment.

I, Vanessa Verreynne am doing my Master's Degree in Radiography and want to
calculate the dose you received during the CT scan. The title of my study is “Radiation
dose and image quality from pelvic localisation computed tomography in oncology.”
You may contact me (Vanessa Verreynne) any time if you have any questions about
the research. The number is 083 661 6170.

You may contact the Secretariat of the Health Sciences Research Ethics Committee,
UFS at telephone number (051) 4017794/5 if you have questions about your rights as a

research subject.

We are all exposed to radiation from natural sources every day. A small dose is given
with each x-ray exam. The CT dose given is controlled and the machine is checked

daily to ensure the correct delivery of the dose.

The aim of the research is to calculate this dose for statistical analysis to see the dose
delivery to patients of different sizes. In order to do this, | need your consent to look at
your CT information as well as to measure your height and weight. All information will
remain confidential. No changes will be made to your treatment if you agree or not to
take part in the research. No compensation will be given to you for taking part in the
research. The patrticipation in this research is voluntary and you may withdraw from the

research at any time.

By signing below, you are stating that the research has been verbally described to you
including the information above. You are also stating that you voluntarily decide to take
part in the research and understand your involvement.
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Patient’s Name in print:

Patient Signature:

Date:

Translator Signature:

Date:

Witness Signature:

Date:

Thank you

© Central University of Technology, Free State
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Information Leaflet

Study Title: “Radiation dose and image quality from pelvic localisation computed
tomography in oncology

Dear Sir/Madam

I, Vanessa Verreynne am doing my masters in radiography and want to determine the

dose received by you during your CT scan.

You are going to have a special x-ray scan called a CT scan or computed tomography.

This scan is to help the doctor to plan your oncology treatment.

We are all exposed to radiation from natural sources every day. A small dose is given
with each x-ray exam. The CT dose given is controlled and the machine is checked
daily to ensure the correct delivery of the dose.

Research is the process used to answer a question. The research is to calculate this
dose for statistical analysis to see how patients of different sizes are affected in dose
delivery. In order to do this, | need your consent to look at your CT information as well
as to measure your height and weight. There will be 150 patients included in the
research study. The study will include any patient who comes to the Free State
department of Oncology for pelvic radiation.

There is no risk in being involved in the study. The benefit of being in the study is that
you will help to ensure that the dose and image quality is optimal for all patients who

receive pelvic radiation in the department.

Your participation in the study is voluntary, and no changes or loss of treatment will
occur if you refuse to take part in the study. You may choose to withdraw from the
study at any time.

All information will remain confidential. No changes will be made to your treatment if
you agree or not to take part in the research. No compensation will be given to you for

taking part in the research.

Should you need further information you are welcome to contact the researcher.
Vanessa Verreynne at cell: 083 661 6170.

To report complaints or problems you can contact the Health Sciences Research
Ethics Committee UFS Secretariat at the telephone number (051) 4017794/5.
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Afrikaans Consent Form

Toestemmingsbrief

Geagte Mnr/ Mev / Me

U gaan ‘n spesiale x-straal skandering kry wat ‘n RT skandering of “rekenaar
tomagrafie” genoem word. Hierdie skandering gaan die doktor help met die beplanning

van jou onkologie bestraling.

Ek Vanessa Verreynne is besig met my Meesters Graad in Radiografie, en ek wil die
dosis wat u gaan ontvang gedurende jou RT skandering bereken. Die titel van my
studie is “Radiation dose and image quality from pelvic localisation computed
tomography in oncology”. U kan my (Vanessa Verreynne) enige tyd kontak, indien u

vrae oor die navorsing het. Die nommer is 083 661 6170.

U kan die Sekretariaat van die Gesondheidswetenskappe Navorsingsetiekkomitee, UV
by telefoonnommer (051) 4017794/5 kontak indien u enige vrae het oor u regte as ‘n

proefpersoon.

Elke person word daagliks blootgestel aan bestraling van natuutlike bronne. ‘n Klein
dosis word gegee vir elke Xstraal ondersoek. Hierdie RT dosis word gekontroleer en
die X-straal masjien word daagliks ge-toets om seker te maak dat die regte dosis

gegee word.

Hierdie navorsing word gedoen om die dosis te bereken vir statistiese analise om te
sien hoe pasiente van verskillende grootte geaffekteer word deur die dosis toedienning.
Om hierdie navorsing te doen het ek u toestemming nodig om my toe te laat om na jou
CT inligting te kyk en ook jou gewig en lengte te meet. Alle inligting sal konfidensiéel
gehou word. Daar sal geen verskil wees aan u behandeling indien u deel neem aan die
studie of aldan nie. Geen betaling sal aan u gegee word as u deelneem aan die
navorsing nie. U deelname aan hierdie navorsing is vrywillig, en u sal nie gepenaliseer
word of enige voordele verbeur as u weier om deel te neem of besluit om deelname te

staak nie.

As u hier onder teken sé U dat die navorsing met jou verbaal bespreuk is, insluitend die
bogenoemde inligting. U sé dat u vrywilliglik besluit het om deel te neem in die

navorsing en begryp u betrokkenheid in die studie.
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Pasient se Naam:

Pasient se Handtekening: Datum:
Vertaler se Handtekening: Datum:
Getuie se Handtekening: Datum:

Baie Dankie vir u samewerking.
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Inligtings Pamflet

Studietitel: Radiation dose and image quality from pelvic localisation computed
tomography in oncology

Geagte Mnr/ Mev / Me

Ek Vanessa Verreynne is besig met my Meesters Graad in Radiografie, en ek wil die

dosis wat u gaan ontvang gedurende jou CT skandering bereken.

U gaan n spesiale x-straal skandering kry wat n RT skandering of “Rekenaar
Tomagrafie” genoem word. Hierdie skandering gaan die doktor help met die

beplanning van jou onkologie bestraling.

‘n Klein dosis word gegee vir elke Xstraal ondersoek. Hierdie CT dosis word
gekontroleer en die X-straal masjien word daagliks ge-toets om seker te maak dat die

regte dosis gegee word.

Navorsing is slegs die proses waardeur die antwoord op ‘n vraagstuk verkry word .
Hierdie navorsing word gedoen om die dosis te bereken vir statistiese analise om te
sien hoe pasiente van verskillende grootte geaffekteer word deur die dosis toedienning.
Om hierdie navorsing te doen het ek u toestemming nodig om my toe te laat om na jou
CT inligting te kyk en ook jou gewig en lengte te meet. Daar sal 150 pasiente
deelneem aan die navorsing. Hierdie getal sal gemaak word van enige pasient wat vir

onkologie beken radiotherapie kom.

Daar sal geen risiko, verbonde wees om deel te neem aan die studie nie. Die voordeel
om deel te neem aan die studie is dat ons sal seker maak dat die dosis en beelding

kwaliteit, optimaal is vir beken radiotherapie in die departement.

U deelname aan hierdie navorsing is vrywillig, en u sal nie gepenaliseer of enige

voordele verbeur as u weier om deel te neem of besluit om deelname te staak nie.

Alle inligting sal konfidensiéel gehou word. Daar sal geen verskil wees aan u
behandeling indien u deel neem aan die studie of aldan nie. Geen betaling sal aan u

gegee word as u deelneem aan die navorsing nie.
Vir verdere inligting kan u navorser Vanessa Verreynne kontact by Sel: 083 661 6170.
Vir raportering van Kklagtes of probleme kan u Gesondheidswetenskappe

Navorsingsetiekkomitee Sekretariaat kontact by telefoon nommer (051) 4017794/5.
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SeSotho Consent Form
Foromo Ya Tumellano

Monghadi / Mofumahadi ya hlomphehang

O tlo nkuwa x-ray e kgethehileng e bitswang CT-Scan sena setlo thusa ngaka ho

hlophisa kalafo ya hao.

Nna Vanessa Verreynne ke ithutela dithuto tse phahameng tsa di Masters ho lekala la
Radiography mme ke batla ho sheba dose eo o e fumaneng nakong ya hao ya CT-
Scan. Sehloho sa patlisiso yaka ke “Radiation dose and image quality from pelvic
localisation computed tomography in oncology. O ka letsetsa Nna (Vanessa
Verreynne) nako efeng kapa e feng ha ona le dipotso mabapi le patlisiso ena, homoro
ke 083 661 6170.

O ka letsetsa Mongodi wa Health Sciences Research Ethics Committee, Universiting
ya Foreistata homorong tsena (051) 401 7794/5. Ha ona le dipotso ka ditokelo tsa hao

jwalo ka mongka karolo patlisisong ena.

Kaofela re fumana mahlasedi/ radiation ho tswa ho dintho tsa tlhaho ka letsatsi le leng
le le leng. Dose e nyane e a fanwa ka hlahlobo enngwe le enngwe. CT dose e fanwang
e ya laolwa le motjhini o a lekolwa letsatsi le leng le le leng ho netefatsa hore dose e

fanwang e nepahetse.

Patlisiso ena ke ho shebisisa dose ena ya statistical analysis ho bona hore bakudi ba
fetanang ka boima ba mmele ba ameha jwang ke phano ya dose. Hore hona ho
kgonahale, ke hloka tumello ya hao hore Ke shebe ditokomane tseo CT e fanang ka
tsona tsa dose le ho lekanya bolelele le boima ba hao. Ditokomane kaofela etlaba tsa
lekunutu. Ha hona diphetoho tse tla etswa kalafong ya hao ha o dumela kapa o sa
dumele ho nka karolo dipatlisisong tsena. Ha hona tefo ha o nka karolo dipatlisisong
tsena. Ke boithapo honka karolo patlisisong ena, jwale oka itokolla neng kapa neng ha

o batla.

Ho itlama mona tlase, ho bolela hore o hlaloseditswe ka molomo ka patlisiso. Ho
kenyelletsa le tlhalosetso e hodimo. O bolela hore o kgetha ho ithaopa honka karolo

patlisisong mme o utliwisisa honka karolo.
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Lebitso la mokudi:

Signature ya Mokudi: La Kgwedi
Signature ya Paki: La Kgwedi
Ke a leboha
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Tsebiso Bukana

Sehloho sa patlisiso ya ka ke: “Radiation dose and image quality from pelvic
localisation computed tomography in oncology

Monghadi / Mofumahadi ya hlomphehang

Nna Vanessa Verreynne ke ithutela dithuto tse phahameng tsa di Masters ho lekala la
Radiography mme ke batla ho sheba dose eo o e fumaneng nakong ya hao ya CT-

Scan.

O tlo nkuwa x-ray e kgethehileng e bitswang CT-Scan sena setlo thusa ngaka ho

hlophisa kalafo ya hao.

Kaofela re fumana mahlasedi/ radiation ho tswa ho dintho tsa tlhaho ka letsatsi le leng
le le leng. Dose e nyane e a fanwa ka hlahlobo enngwe le enngwe. CT dose e fanwang
e ya laolwa le motjihini 0 a lekolwa letsatsi le leng le le leng ho netefatsa hore dose e

fanwang e nepahetse.

Patlisiso ke tsela e sebediswang ho araba dipotso. Patlisiso ena ke ho shebisisa dose
ena ya statistical analysis ho bona hore bakudi ba fetanang ka boima ba mmele ba
ameha jwang ke phano ya dose. Hore hona ho kgonahale, ke hloka tumello ya hao
hore Ke shebe ditokomane tseo CT e fanang ka tsona tsa dose le ho lekanya bolelele
le boima ba hao. Ditokomane kaofela etlaba tsa lekunutu. Ha hona diphetoho tse tla
etswa kalafong ya hao ha o dumela kapa o sa dumele ho nka karolo dipatlisisong
tsena. Ha hona tefo ha o nka karolo dipatlisisong tsena. Hotlaba le batho ba 150
bankang karolo patlisisong. Patlisiso e kenyeletsa bakudi batswang lefapheng la tsa

bophelo foreistata la Oncology for pelvic radiation.

Ha hona kotsi honka karolo patlisisong. Molemo wa honka karolo ke ho Netefatsa hore

bakudi ba fumana dose le boleng ba di x-ray bo Nepahetseng.

Honka karolo ha hao ke boithaopo, ha hona fetolwa letho kalafong ya hao ha o hana
ho nka karolo patlisisong. Oka itokolla patlisisong nako enngwe le enngwe.

Dinomoro tsa mohala tsa motha ya etsang patlisiso Vanessa Verreynne 083 661 6170.

Bakeng sa dintlha tse ikgethileng.

Dinomoro tsa Health Sciences Research Ethics Committee UFS Secretariat (051) 401
7794/5 ho tlaleha ditletlebo kapa mathata
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Appendix C
CT Scan Form

Table A.3: CT scan form.

Patient Scan Information - please highlight gender and if repeat scan

Patient Repeat Reason for
RT Height | Weight | Gender | Diagnosis / reason for scan Scan Rescan:
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
M/F Yes / No
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Appendix D
CT Data Capture

Table A.4 Anamorphic phantom scan Microsoft excel sheet.

CT information Calculations
Scan Scan Scan Scan Effective Effective
No. AP | Lat | kV | mA | FOV | mAs Time Total Number of Images Start End CTDIl,, | DLP Diameter SSDE Dose
Table A.5: Water phantom scan data.
Phantom Diameter | FOV | kV | SD | HU | SNR Calculation
Table A.6 Patient information.
Patient Information
AP Lat

Patient RT | Gender | Age | Diagnosis | Weight (Kg) | Height (m) | 3D/IMRT | (cm) (cm)
Table A.7: Patient CT information.

CT information
kV | mA | FOV | mAs | Scan Time Total Number of Images Scan Start | Scan End | CTDIl,, | DLP
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Table A.8: Calculations for patients.

Calculations

Effective Diameter

SSDE | BMI

Effective Dose -pelvis

Effective Dose - abdomen

Table A.9: Scout view, with example of data.

Scout View Info from CT
Field of View Measurement Observation
Patient Patient in relation Size Lat Size Ant Post Comment Scout Scan Start
ID RT to Dimension direction LLat | RLat | Ant | Post | View: Position
Centre of FOV Too wide Appropriate
Left of FOV To narrow To narrow
Right of FOV Appropriate Too wide
Table A.10: Image quality analysis.
RTNumber | HU Adipose | HU Liver | HU Psoas Muscle | SD Adipose | SD Liver | SD Psoas Muscle
Table A.11: Image calculations.
RT Number | HU Adipose Check | HU Liver Check | CNR | SNR Liver | SNR Psoas | CNRD

© Central University of Technology, Free State
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Appendix E
Ethical Approval

health

Department of
Healt

h
FREE STATE PROVINCE

22 October 2018
Ms. V Verreynne
Dept. of Radiography
cuT

Dear Ms. V Verreynne

Subject: Radiation dose and image quality from pelvic localisation computed tomography in oncology. ]

e Please ensure that you read the whole document, Permission is hereby granted for the above — mentioned research on the
following conditions:

e Participation in the study must be voluntary
s A written consent by each participant must be obtained.
*  Serious Adverse events o be reported to the Free State department of health and/ or termination of the study

e Ascertain that your data collection exercise neither interferes with the day to day running of Unversitas Hospital nor the
performance of duties by the respondents or health care workers.

s Confidentiality of information will be ensured and please do not obtain information regarding the identity of the participants.

s Research results and a complete report should be made available to the Free State Department of Health on completion
of the study (a hard copy plus a soft copy).

e Progress report must be presented not later than one year after approval of the project to the Ethics Committee of the University
of Free State and to Free State Department of Health.

e Any amendments, extension or other modifications to the protocol or investigators must be submitted to the Ethics Committee of
the Free State and to Free State Department of Health.

e Conditions stated in your Ethical Approval letter should be adhered to and a final copy of the Ethics Clearance
Certificate should be submitted to scheelatsia (shealth.gov.za or lithekom @ fsheatlh.gov.7a before you commence with the
study

e No financial liability will be placed on the Free State Department of Health

e Please discuss your study with the institution manager/CEOs on commencement for logistical arrangements

e Department of Health to be fully indemnified from any harm that participants and staft experiences in the study

e Researchers will be required to enter in to a formal agreement with the Free State department of health regulating and
formalizing the research relationship (document will follow)
loma

You are required to present your study findings/results at the Free State Provineial health research day

Trust yi he above.ifi order.
Kind Reffaidhi- .
[

o
Dr D Motau

v W e

Head : Health

PO Box 227, Bloemfotein, 9300

4" Flgor, Executive Suite, Bophelo House, cnr Maitland and, Harvey Road, Bloemfotein

Tel: (051) 408 1646 Fax: (051) 408 1556 e-mail:khusem|@fshealth qov za@fshealth gov.za/chikobvup@fshealth goy
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UNIVERSITY OF THE
ke soart UFS-UV
NI TEIT VAN DI
ERPAER E'v.v\gyf‘s MEALTM SCIENCES

YUNIVESITHI YA CESONDHEIDSWETENSRAPPE

T e ——

Health Sciences Research Ethics Committee
19-Nov-2018
Dear Vanessa Verreynne
Ethics Clearance: Radiation dose and image quality from pelvic localisation computed tomography in oncology.
Principal Investizator: Vanessa Verreynne
Department: Radiography - CUT
APPLICATION APPROVED

Please ensure that you read the whole document

With reference to your application for ethical clearance with the Faculty of Health Sciences. I am pleased to mnform you on
behalf of the Health Sciences Research Ethics Committes that you have been granted ethical clearance for your project.

Your ethical clearance number, to be used in all correspondence is:UFS-HSD2018/1159/2711

The ethical clearance number is valid for research conducted for one year fom issnance. Should you require more time to
complete this research. please apply for an extension.

We request that any changes that may take place during the course of your research project be submittad to the HSREC for
approval to ensure we are kept up to date with your progress and any ethical implications that may arise. This includes any
serious adverse events and/or termination of the study.

A progress report should be submitted within one year of approval. and annually for long tenm studies. A final report should be
submitted at the completion of the study.

The HSREC functions in compliance with, but not limited to, the following documents and guidelines: The SA National
Health Act No. 61 of 2003; Ethics in Health Research: Principles, Structures and Processes (2015); SA GCP(2006);
Declaration of Helsinki: The Belmont Report; The US Office of Human Research Protections 45 CFR 461 (for non-exempt
research with buman participants conducted or supported by the US Deparment of Health and Human Services- (HHS), 21
CFR 50,21 CFR 56: CIOMS; ICH-GCP-ES6 Sections 1-4; The International Conference on Harmonization and Technical
Requirements for Registration of Pharmaceuticals for Human Use (ICH Tripartite), Guidelines of the SA Medicines Control
Council as well as Laws and Regulatons with regard to the Control of Medicines, Constitution of the HSREC of the Faculty
of Health Sciences.

For any questions or concems, please feel free to contact HSREC Administration: 051-4017794/5 or email
EthicsFHS(@ufs.ac.za.

Thank you for submitting this proposzal for ethical clearance and we wish you every success with your research.

Yours Sincerely

'j)\\\b \.\I‘ VA |
\ J
Dr. SM Le Grange
Chair : Health Sciences Research Ethics Committee

Health Sciences Research Echic: Committee
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Department of Oncology
Universitas Annex
Roth Avenue
9300
DR A SHERRIFF

HOD

RE: Consent to conduct research in the Department of Oncology

Dear Prof Sherriff

I, Vanessa Verreynne, am currently doing my Master’s Degree in radiography (therapy) at the Central
University of Technology, Free State. As part of my degree | am conducting a research project about the
radiation dose received by patients during their CT localisation scans.

With your permission | would like to conduct my research in your department. My research proposal is
entitled “Radiation dose and image quality from computed tomography pelvic localisation in ancology”. |
propose to determine the dose received by the patients during their pelvic CT localisation scan for radiation
planning. | will also evaluate the image quality for those CT scans.

The study will be conducted over a period of months in 2019. The research will examine adult patients who
receive CT localisation for pelvic radiation. Initially phantom will be scanned. These are available at the
department. The scans for the phantoms will be scanned after hours and will not affect the workflow of the
department. No patient will be included in the research without prior consent from the patient. As a
requirement of the research the patients will be weighed and their height noted, to determine the patients
BML. No additional CT dose will be delivered to the patient as a result of the research. The capturing of the CT
data will occur after hours and will in no way affect the working hours of the department. The results of the
study will be made available to you upon completion of the research.

With thanks, please contact me with any enquires into the research you may have.

V. Verreynne

(Cell: 083 661 6170, Email: verreynne@yahoo.com)

14 - ¥ (X

Prof. A Sherriff Date
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