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APPENDIX 1.2 Funding: Cancer Research UK and Royal College of Surgeons of England
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i Cancer Research UK
i PO Box 123

: London WC2A 3PX
. United Kigdom

; EDUCATION

{ T 020 7242 2:0C

wwwcancerresearchokcrg
15 May, 2002
Miss Lisa Caldon
288 Dobbin Hill

Sheffield
511 7JG

Dear Lisa
Cancer Research UK Training Fellowship

| am writing to give you the good news that your application for the above fellowship has been
successful.

The panel was impressed with you and your project, and with the considerable preparatory work
and commitment you have already shown. They felt that the work was ambitious, but that you
were aware of this and of the various areas where there was much for you to learn.

They wished to draw your aitention to the major time commitment that writing up would entail, to
ensure you allow for this in your planning.

Congratulations and very best wishes for a successful Fellowship.
With best wishes.

Yours sincerely

NEPUN

Wis Jean King
Director of Education Funding

E jean.king@cancer.org.uk
T 0207 317 5188 :
F 0207 317 5304
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The Royal College of Surgeons of England

35-43 Lincoln’s Inn Fields, London WC2A 3PE

T: 020 7405 3474 W: www.tcseng.ac.uk Research Board

Chairman: Professor Peter Bell FRCS
Secretary: Martyn Coomer

tel 0207 869 6612

fax 0207 869 6644

e-mail: meoomer @reseng.ac.uk

13 June 2002

Miss Lisa Caldon
288 Dobbin Hill
Sheffield
S1171G

Dear Miss Caldon,
The Royal College of Surgeons of England Research Fellowship

Project title:  fealth care professionul fuctors influencing choice of surgery in breast
cancer '

1 am defighted to inform you that your application has been successful for a College Surgical
Rescarch Fellowship. We received 143 applications and have made 21 awards; you and your
colleagues have done very well to achicve this grant amongst some very strong competition.
Would you please complste the enclosed form indicating your wish to accept the Rescarch
Fellowship, the title of your project and your start date, which should be no later than 1
August 2002. We will let you know the full title of your Research Fellowship i.e. the name of
the donor, in the forthcoming weeks.

As you may know, your application has been reviewed by threc external referees. Please ring
me on 0207 8§69 6612 for feedback which Tam sure you will appreciate.

The terms and conditions of your award were outlined to you at the time of application and
have been accepted by yourself and the host institution. However, we enclose a document for
your information that we hope will clarify any queries you may have. Your salary and costs
will be administered by the host centre and invoiced guarterly in arrears to the College. You
will need to lizise with Dr J Pursglove in the finance department of your host institution to
ensure that the department is also fully aware of your start date and salary scale. Please let
me know if you need any assistance with this. There is also a Research Training Support
Grant of up to £3000 — you and your supervisor should complete and sign the enclosed form.
The costs should then he included with the salacy in arrears invoice.

We also enclose two leaflets for your information. One is an outline of what to expect from
your supervisor and the other offers information on our library services.

It is a condition of acceptance of the Research Fellowship that you produce a final report for
the College and we will contact you neater the time with regard to this.

Advarcing Surgical Stondards

Registered Charity No. 212808



To assist in advertising the Research Fellowship Scheme it would be much appreciated if you
would kindly show the enclosed slide at any presentation you may give relating to this award
and please also acknowledge the College on any posters you may be producing from the
work, If you would prefer the slide sent to you via email in a Powerpoint format please ting
Bumbi Singh, Research, on 0207 869 6611 or email research@reseng.ac.uk.

We are keen to maintain and enhance the profile of the Research Fellowship Scheme
throughout the (1. and abroad; as part of this exercise we need to arrange for you to be
photographed by the College photographer, John Carr. Please arrange to see John within the
next few months as it is very important that these photographs are taken before the autumn for
fundraising purposes— he can be contacted on 020 7869 6188.

Finally, as part of the Research Fellowship we offer you the opportunity to take part in a
three-day Research Methods Coutse; the course is held twice a year, in October and March
usually at a site external to the College and we will be in touch with you over the summer
with the dates. Tn addition, we will invile you to be presented with your diploma at a
Diplomates Ceremony held in Januvary or July each year.

Again, many congratulations on gaining the Research Fellowship. Please let me know if I can
be of any further heip.

Every good wish.

Yours sincerely

Mg o

Martyn Coomer
Secretary
Research Board

Enc. — Form, Supervisor information, library services, terms and conditions and slide.

Copy to: Mr M Reed
Dr J Pursglove
Mr P Mason, Finance Department, RCS
John Carr, RCS, Photographic Department
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APPENDIX 1.2 Certificate of insurance

UNIVERSITY OF SHEFFIELD

DEPARTMENT CF FINANCE

. To Lisa Caldon Date 26-Jun-03

Departtment Academic Palliative Medicine Unit

Certificate of Insurances {non clinical trial)

Trial Number NCT02/433

Depariment Academic Surgical Oncology Unit &
Academic Pailiative Medicine Unit

Title of Trial Patient and Professional factors influencing the choice of surgery
in the management of Breast Cancer

Name of Investigators  Prof MW R Reed, Lisa Caldon
Mr David Wilde, Prof $ H Ahmedzai

Commencement Date  Jun-03

The Universify has in place insurance against liabilities for which it may be legally liable
and this cover includes any such liabilities arising out of the above research project/study

/’

C.F. Jackson , Financial Accountant {Insurances)

Please Note 1. If not already provided please forward a copy
of the Ethics Committee Approval as scon as possible

2. A record of the names of all participants,
copies of signed Consent Forms and G.P.'s
approvals should be retained by the Department.

NCT
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APPENDIX 1.3 Non-NCT]I Clinical Trial registration acceptance

NCRN Coordinating Centre

i{,&t@ﬁ GD i Arthington House
\\\{3\ Caookridge Hospital
% Hospital Lane

Leeds LS16 608

Tel: 0113 3924093
Fax; 6113 3924092
wvw.NCrn.org. Uk

Email: ncrn @ cancenmed.leeds.ac.uk

Direct line 0113 392 4046
e-mail m.stead@cancermed.leeds ac.uk

: Our ref: MS\PAGenerahMaxine SteadiTrials adoption\Local studies\Letters round 3iLisa Caldon 17 Oct 03.dec
! a0l

Miss Lisa Caldon
Academic Surgical Oncology Unit
! Division of Surgical Sciences {South)
! Section of Surgical and Anaesthetic Sciences
! Royal Hallamshire Hospital
: Glossop Rd
‘ Sheffield $10 2JF 17 October 2003

Dear Miss Caldon

! NCRN Adoption of Non-NCRI Trials: Patiert and professiona! factors
influencing choice of surgery in the management of breast cancer: a qualitative
and quantitative study

Thank you for submitting an application form for the abave study for adoption into the
NCRN portfolic. | am pleased to inform you that the NCRN Adoption Committee have
accepted the study into your local NCRN portfolio.

The study will shortly be added fo our database, which can be accessed via our web
site at www.ncrn.org.uk. Laurence Truman, our Senior Data Manager, wilt be in touch
with you 1o obtain the required information for the database and also to set up a
system to collect monthly accrual data for the database.

Please do not hesitate to contact me if you wish to discuss this in more detail. We
wish you all the best for the study.

Yours sincerely

A

o e

Maxine Stead PhD
Principal Fellow (Clinical Trials}

Cc Mr Laurence Truman, Senior Data Manager, NCRN
Mr Roger Burkinshaw, Research Netwark Manager, Norih Trent Cancer

Research Network

The Goordinelawy Genlee is a consorium of | eeds Teaching Hospltals NBS Medical Ressarch Cut rials Uni forehire Clinical e
] ’ y 0 ust, Medi ar el C inical Triaks Unit, Northem ard Yorkshire Clinical Triak and Fesearch Unil, Univesity ol
Leeds, Universily of Verk anr] tha Yorkshite Cancer Network and is fnnrad by the Natinnal Health Serice and raprosorts o calaboration with the: mombarg of “he Nalionel Gancer Researth ing:ilut
i it

ssasses
NCRN

fasetesy

National
Cancer
Research
Network

Diractor:
Prol Peter Selby
Assistant Director:

Ms Marcy Lastar

Associale Directers:
Prof Bob Hevard
Prof Max Pamar
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Appendix 2

Ethics and governance documents







APPENDIX 2.1 Multi-Centre Research Ethics approval letters

NHS

Trent Multi-centre Research Ethics Committee

Derwent Shared Services
Laurie House
Colyear Street

Derby
DE1 LS
Chalrman: Dr Rebert Bing
Administrator: Jill Marshall TEIEDhgzsi g]ggg ggggg
Email: Jill.Marshall@ dsrwertsharedservices.nhs.uk
Your Ref:

18 March 2003

Miss Lisa Caldon

Academic Surgical Oncology Unit

Division of Surgical Sciences (South)
Section of Surgical and Anaesthetic Sciences
Royal Hallamshire Hospital

Glossop Road

Sheffield, $10 2JF

Dear Miss Caldon

MREC/02/4/114 - please quote this number on all correspondence
Patient and professional factors influencing choice of surgery in the management of breast
cancer: A qualitative and quantitative study — PART 2

The Chairman of the Trent MREC has considered the information/amendments submitted in
response to the Commiftee’s review of your application on 9 December 2002 as set out in our
letters dated 16 December 2002, plus extensive email correspondence.  Part 1 of the siudy is
eligible for approval under ‘no local researchar’ guidelines (Part 2 is approved under separate
cover and will require LREC approval}.

Decuments considered for Part 1 were as follows:

Applicable to whole study:

*  Application form dated 25 February 2003
CRC Project Summary 25 February 2003
Protocol dated January 2003
Consumer Review
Method of initial recruitment to study
Payments to researcher
Provision of expenses for subjects
Compensation arrangements for subjects
Indemnity for investigators
Principal Investigator's CV - Lisa Caldon

)
8
-

- Survey of clinicians (surgeon and breast care nurse) treatment preferences
Breast Unit Health Care Professional Invitation Jetter, designated Version 1

Breast Team Involvement Study Reply Form dated 24/10/02

Heath Care Professional Information Leaflet Version 3 dated 24 January 2003
Consent Form for Health Care Professionals Level of Involvement Version 3 24/10/02
Health Care Professional Survey dated October 2002

I....;

MREGC/02/4/114

The Central Office for Rescarch Ethics Committees is responsible for tha
operational managernent of Multi-centre Research Ethics Commitiess

Xi



The members of the MREC present agreed that there is no objection on ethical grounds to the
proposed study. | am, therefore, happy to give you our approval under Section C of the DoH
“No lccal researcher” guidelines (November 2000 verston 2) for Part 1 only, on the
understanding that you will follow the conditions of approval set down below. The project must be
started within three years of the date on which MREC approval is given.

While undertaking the review of your application the MREC noted the research involves the
establishment of a new disease or patient database for research purposes with no patient contact.
For this reason you are not required to notify any LRECs when undertaking Part 1 of the
study.

MREC Conditions of Approval

+« The protoco!l approved by the MREC is fcllowed and any changes to the protocol are
undertaken only after MREC approval.

* The MREC would expect to see a copy of any finalised questionnaires before they are used.

¢  You must complete and retumn to the MREC the annual review form that will be sent to you
once a year, and the final report form when your research is completed.

Legal and Regulatory Requirements

It remains your responsibility to ensure in the subsequent collection, storage or use of data or
research sample you are not contravening the legal or regulatory requirements of any part of the
UK in which the research material is collected, stored or used. If data is transferred outside the UK
you should be aware of the requirements of the Data Protection Act 1998.

ICH GGP Compliance

The MRECs are fully compliant with the Internationai Conference on Hamonisation/Good Clinical
Practice (ICH GGCP) Guidelines for the Conduct of Trials Involving the Participation of Human
Subjects as they relate to the responsibilities, compaosition, function, operations and records of an
Independent Ethics Committee/Indepsndent Review Board. To this end it undertakes to adhere as
far as is consistent with its Constitution, to the relevant clauses of the ICH Harmonised Tripartite
Guideline for Good Clinical Practice, adopted by the Commission of the European Union on 17
January 1997. The Standing Orders and a Stalement of Compliance are available on the Internet
at www.corec.org.uk.

Yours sincerely

Jill Marshall
Trent MREC Administrator
on behalf of Dr Robert Bing, Chairman

MREC/02/4/114
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NHS

Trent Multi-centre Research Ethics Committee

Derwent Shared Services

Laurie House

Colyear Street

N i Derby
Chairman: Dr Robert Bing DET 1LJ

Adminlstrator: Jiill Marshall
Telephone: 01332 868905
Fax: 01332 868930
Your Ref: Email: Jill.Marshall@derwentsharedservices.nhs.uk

28 May 2003

Miss Lisa Caldon
Academic Surgical Oncology Unit
Division of Surgical Sciences (South)
; Section of Surgical and Anaesthetic Sciences
! Roval Hallamshire Hospital
Glossop Road
Sheffield, $10 2JF

Dear Ms Caldeon

MREC/02/41114 — please quote this number on alf correspondence

Patient and professional factors influencing choice of surgery in the management of breast
cancer: A qualitative and quantitative study ~ Part 1

The Trent MREC has reviewed the proposed amendment to the above application.

; The membets of the Committee present agreed that there is no ethical objection to the proposed
1 amendmenl to the study. 1 am, therefore, happy to give you our approval on the understanding
| that you will follow the protocol and conditions of approval, as ag reed.

Documents approved for this amendment:
+ Specialist Breast Health Care Professional Questionnaire Version 4 dated 28.4.03
« Specialist Breast Health Care Professicnal Questionnaire Consent Form Version 1
dated 22.4.03
« Breast Unit Study Reply Form (Audit and Survey) Version 1 dated 3.3.03

Since this study was approved under the Supplsmentary Operational Guidelines for NHS
Research Ethics Committees “Multi-centre Research in the NHS - the process of ethical review
when there s no local researcher”, Novermber 2000, there is no requirement for you to inform
LRECs of this amendment.

Yours sincerely

Jill Marshall
Trent MREC Administrator

MREC/02/4/114

The Central Offive for Rescarch Ethics Carmmittees Is responsible for the
operational management of Multi-centra Research Ethics Committees
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Chairman: Dr Robert Bing DE1 1L

NHS

Trent Multi-centre Research Ethics Committee

Derwent Shared Services
Laurie House
Colyear Street

Administrator: Jill Marshall

18 March 2003

Telephone: 01332 868905
Fax: 01332 868030
Email: Jill.Marshall @ dsrwentsharedsarvices.nhs, uk

Miss Lisa Caldon

Academic Surgical Oncology Unit

Division of Surgical Sciences (South)

Section of Surgical and Anaesthelic Sciences
Royal Hallamshire Hospital

Glossap Road

Sheffield, $10 2JF

Dear Miss Caldon

MREC/02/41114 - please quote this number on all correspondence

Patient and professional factors influencing cholice of surgery in the management of breast

cancer: A qualitative and quantitative study - PART 2

The Chairman of the Trent MREC has considered the information/amendments submitted in
response to the Committee's review of your application on 5 December 2002 as set out in our letter
dated 18 December 2002 plus extensive email correspondence.
clinician’s treatment preferences} is approved under a separate letter under Section C of

‘No |Lacal Researcher Guidellnes’ and does not reauire LREC approval.

The documents considered for Part 2 were as follows:

Applicable to whole study:

[ I B B N BN BN BN N

Part 2

2a

* o o 9 @®

Application form dated 25 February 2003
CRC Project Summary 25 February 2003
Protocal dated January 2003

Consumer Review

Method of initial recruitment to study
Payments to researcher

Provision of expenses for subjects
Compensation arrangements for subjects
Indemnity for investigators

Principal Investigator's CV - Lisa Caldon

Impact of clinicians’ consultation skills on patient decision making and satisfaction
GP letter Version 1 dated 22 January 2003

Discussion Groups

Patient Introduction Letter - Version 2 dated 17 January 2003

Patient Information Leaflet - Discussion group Version 4 dated 23 January 2003
Patient Reply letter - Discussion Greup Version 1 9/5/02

Patient Consent Form - Discussion Group, Version 4 dated 24 January 2003
Discussion Group Schedule Version 1 dated 19/7/01

MREC/02/4/114

The Ceniral Office for Research Ethics Commiiteas is responsible for the
operationaf management of Multi-centre Research Ethies Committaes

Part 1 of the study (survey of

Xiv



2b Postal questionnaire of patients
¢ Patient's Introduction letter to questionnaire Version 2 dated 17 January 2003
+ Patient's Sludy Reply Form Version 1 dated 3/11/02
+ Patient Information Sheet Re: Queastionnaire and Interview Version 3 dated 23 January
2003
« Patient Consent for Questionnaire Version 2 dated 24 January 2003
« Patient Pastal Decision Making Choices Questionnaire Version 1 dated 14/8/02

2c Semi-structured interviews with patients, specialist breast care nurses and doctors
Cover Sheet (Prompt Sheet) for Interview Version 2 dated 28/1/02

Patient Interview Schedule Version 4 dated 27/1/02

Surgeon Interview Schedule Version 4 dated 27/1/02

Specialist Nurse Interview Schedule Version 4 dated 27/1/02

Patient Consent Form for semi-structured interview Version 3 dated 24 January 2003
Letter to Patient not being interviewed Version 2 dated17 January 2003

Sampling Frame for Interview Recruitment

The Chairman, acting under delegated authority, is satisfied that these accord with the decision of
the Committee and has agreed that there Is no objection on ethical grounds to the proposed study.
i am, therefore, happy to give you our approval on the understanding that you will follow the
Conditions of Approval set out below. A full record of the review undertaken by the MREC is
contained in the attached MREC Response Form. The project must be started within three years
of the date on which MREC approval is given.

Conditions of Approval

* No research subject is to be admitted into the frial until agreement has been obtained from the
appropriate local research ethics committees,

* You must follow the protocol agreed and any changes to the protocol will require prior MREC
approval.

* The MREC would expect to see a copy of any finalised questionnaires before they are used.

* You must promptly inform the MREC and appropriate LRECs of :

(i)  deviations from or changes to the protocol which are made to eliminate immediate
hazards to the research subjects;

(i) any changes that increase the risk to subjects andfar affect significantly the conduct of
the research;

{ii) all adverse drug reactions that are both serious and unexpected;

{iv) new information that may affect adversely the safety of lhe subjects or the conduct of
the trial.

* You must complete and retum the standard progress report form to the MREG one year from
the date on this letter and thereafter on an annual basis.  This form should also be used to
nolify the MREC when your research is completed.

Whilst the MREC has given approval for the study on ethical grounds, it is still necessary
for you to obtain management approval from the relevant Clinical Directors andjor Chief
Executive of the Trusts (or Health Boards/DHAS) in which the work will be done,

Local Submissions

Itis your responsibility to ensure that any local researcher seeks the approval of the relevant LREC

before starting their research.  To do this you should submit the appropriate number of copies of
the following to the relevant LRECs:

MREC/02/4/114
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this letter

the MREC Application Form (including copies of any guestionnaires)

the attached MREC Response Form

Annex D of the Application Form

one copy of the protocol

the fina! approved version of the Patient Informaticn Sheet and Consent Form

- & & & & b

It is important to check with the respective LRECs the precise numbers of copies required as this
will vary and failure to supply sufficient copies could lead to a delay. In addition, you shouid
submit o LRECs only the revised paperwork reflecting the requirements of the MREC, as
referenced in the Response Form

Local Sites

Whilst the MREC would like as much information as possible about local sites at the time you apply
for ethical approval, it is understood that this is not always possible.  You are asked, however, to
send defails of local sites as soon as a researcher has been recruited.  This is essential to enable
the MREC to monitor the research it approves.

ICH GCP Compliance

The MRECs are fully compliant with “the International Committee on Harmonisation/Good Clinical
Practice (ICH/GCP) Guidelines for the Conduct of Trials Involving the Participation of Human
Subjects” as they relate to the responsibilities, composition, function, operations and records of an
Independent Ethics Committee/Independent Review Board.  To this end, it undertakes to adhere
as far as is consistent with its Constitution, to the relevant clauses of the ICH Harmonised Tripartite
Guideline for Good Clinical Practice adopted by the Commission of the European Union on 17
January 1997. The Standing Orders and a Statement of Compliance, together with the guidelines
and application form are available on the internet at www.corec.org.uk

Yours sincerely

P @bau

Jill Marshall
Trent MREC Administrator
on behalf of Dr Robert Bing, Chairman

Enc: MREC Response Form

MREC/02/47114
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NHS

Trent Multi-centre Research Ethics Committee

Derwent Shared Services
Laurie House
Colyear Street

) i Darby
Chairman: Dr Robert Bing DE1 1LJ

Administrator: Jill Marshall
Telephone: 01332 868909
Fax: 01332 868330
Your Ref: Email: Jill.Marshall@ derwentsharcdservices.nhs.uk

28 May 2003

Miss Lisa Caldon

Academic Surgical Oncology Unit

Division of Surgical Sciences (South)

Section of Surgical and Anaesthstic Sciences
Royal Hallamshire Hospital

Glossop Road

Sheffield, S10 2JF

Dear Ms Caldon

MREC/02/4/114 — please quote this number on ail correspondence
Patient and professional factors influencing choice of surgery in the management of breast
cancer: A gqualitative and quantitative study — Part §

The Trant MREC has reviewed the propased amendment to the above application.

The memkbers of the Committee present agreed that there is no ethical cbjection to the proposed
amendment to the study. | am, therefore, happy to give you our approval on the understanding
that yau will follow the protocol and conditions of approval, as agreed.

Documents approved for this amendment:
« Specialist Breast Health Care Professiaonal Questionnaire Version 4 dated 28.4.03
* Specialist Breast Health Care Professional Questionnaire Consent Form Version 1
dated 22.4.03
+ Breast Unit Study Reply Form (Audit and Survey) Version 1 dated 3.3.03

Since this study was approved under the Supplementary Operational Guidelines for NHS
Research Ethics Committees “Multi-centre Research in the NHS - the process of ethical review
when there is no local researcher”, November 2000, there is no reguirement for you to inform
LRECs of this amendment.

Yours sincerely

@ An (B Lletn

[ /il Marshall
l Trent MREC Administrator

MREC/02/4/114

The Central Office for Research Ethics Committaes is responsibie for the
operational management of Multi-centre Resecarch Ethics Commitlees
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NHS

Trent Multi-centre Research Ethics Committee

Derwent Shared Services

LaurTs House

Colyear Street

) } Derby
Chairman: Dr Robert Bing DE1 1L

Administrator: Jill Marshall
Telephaone: 01332 ggg%ﬁ
. Fax: 01332 030
28 May 2003 Email: Jill.Marshall@derwantsharedservices.nhs.uk

Miss Lisa Caldon

Academic Surgical Oncology Unit

Division of Surgical Sciences (South)

Section of Surgical and Anaesthetic Sciences
Royal Hallamshire Hospital

Glossop Road

Sheffield, S$10 2JF

Dear Ms Caldon

MREC/02/4/114 — please quote this number on all correspondence
Patient and professional factors influencing choice of surgery in the management of breast
cancer: A qualitative and quantitative study — Part 2

The Trent MREC has reviewed the proposed amendment to the above application.

The members of the Committee present agreed that there is no ethical objection to the proposed
amendment to the study. | am, therefore, happy to give you our approval on the understanding
that vou will follow the protocol and conditions of approval, as agreed.

Documents approved for this amendment:

Study reply form — discussion groups Version 2 dated 3.3.03

Consent form - discussion group Version 5 dated 3.3.03

Study reply form — questionnaire and/or interview — Version 2 dated 3.3.03

Consent form - questionnaire Version 4 dated 9.4.03

Patient information needs and decision making preferences guestionnaire (IDMQ)

Version 2 dated 9.4.03

» Specialist health professional semi-structure Interview consent form version 1 dated
22.4.03

« GConsent form — patient interview Version 4 dated 3.3.03

+ D & NP Notes Version 5 dated 9.4.03

A copy of this amendment should be sent to all the LRECs involved in the review of this study for
information.  If the issues contalned in the amendment are local issues as defined in the DoH
Guidelines, then the LRECs' approval is required.

Yours sincerely
Moy ban
Jill Marshall

Trent MREC Administrator
an behalf of Dr Robert Bing, Chairman

MREC/02/4{114

The Central Office for Research Ethics Commiittecs is responsibife for the
operational management of Multi-centre Ruscarch Ethics Committeas
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NHS

Trent Multi-centre Research Ethics Committee

Derwent Shared Services

Laurie House

Colyear Street

Derby

Chairman; Dr Robert Bing DE1 1L

Administrator: Jill Marshall
Telephons: 01332 868905

Fax: 01332 86893C
Your Ref: Email: Jill. Marshall @ derwentsharedservices,nhs.uk

8 September 2003
P ‘b‘ \\o\\gqy

T

Miss Lisa Caldon Q

Academic Surgical Oncology Unit

Division of Surgical Sciences (South)

Section of Surgical and Anaesthetic Sciences

Royal Hallamshire Hospital

Glossop Road

Sheffield, S10 2JF

Dear Ms Caldon

MREC/02/41114 — please quote this number on all correspondence
Patient and professional factors influencing choice of surgery in the management of breast
cancer: A qualitative and quantitative study — Part 2

Part 2 - Amendments to health professionals’ semi-struciured interview process
The Trent MREC has reviewed the proposed amendment (o the above application.

The members of the Committee present agreed that there is no ethical objection to the proposed
amendment to the study. | am, therefore, happy to give you our approval on the understanding
that you will follow the protocol and conditions of approval, as agreed.

Documents approved for this amendment:

Revised application form dated 11 August 2003

Project proposal dated August 2003

CV — Dr Karen Collins, Academic Palliative Care Unit {new co-researcher, replacing Dr Tony
Stevens}

2a — Discussion groups:

. Patient introduction letter — Discussion Group (post-OP) Version 3 dated 13 August 2003
Patient introduction letter — Discussion group (pre-OP} Version 3 dated 13 August 2003
Patient Information Leaflet — Discussion Group Version 6 dated 13 August 2003
Discussion Group schedule Version 4 dated 14 August 2003

* 9 @

2h Postal Questionnaire of Patients:

. Patient’s introduction letter — Questionnaire and interview (post-OP) Version 3 dated 13
August 2003

. Patient’s introduction letter — Questionnaire and interview {pre-OP) Version 3 dated 13
August 2003

. Patient information sheet — Questionnaire & Interviews Version 5 dated 13 August 2003

MREGC/02/4/114

The Central Office for Research Ethics Committaes is responsible for the
aperational management of Multi-centre Research Fthics Cormmittess
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2c Semi-structured interviews with patients, specialist breast care nurses and doctors
. Patient interview schedule Version 5 dated 14 August 2003

. Specialist nurse interview schedule Version 5 dated 14 August 2003

. Surgeon inferview schedule Version 6 dated 14 August 2003

A copy of this amendment should be sent to all the LRECs invelved in the review of this study for
information.  If the issues contained in the amendment are local issues as defined in the DoH
Guidelines, then the LRECs' approval is required.

Yours sincerely

HJilt Marshall
- Trent MREC Administrator
on behalf of Dr Robert Bing, Chairman

MREC/02/4/114
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Trent Multi-centre Research Ethics Committee

Derwent Shared Services

Chairman: Dr Rebert Bing : Laurie House
Administrator: JIE! Marshall Colysar Strast
DEDerEZ
1
Your Ref; !

Te\eph?:nu: 01332 ggBBOE
ax: (11332 B6BO30
1 October 2004 - Email: JillMarshall @ derwentsharedservices.nhs.uk

Miss Lisa Caldon

Academic Surgical Oncology Unit

Division of Surgical Sciences (South)

Section of Surgical and Anaesthetic Sciences
Royal Hallamshire Hospital

Glossop Road

Sheffield, 10 2JF

Dear Lisa

MREC/02/4/114 - please quote this number on all correspondence
Patient and professional factors influencing choice of surgery in the management of breast
cancer: A qualitative and quantitative study — Part 2

Thank you for your letter of 28 September 2004. It is usual for the duration of the study for which
MREC approval is given to apply to all the sites where the study is taking place, and for that
duration to be quoted on the old Annex D or new Part C.

If it was just an etror that a lesser period was quoted on the Annex D for the former North and
Southem Derbyshire LRECs, then perhaps the {now) Derbyshire LREC would accept it as such,
and note the change, without the need for a Parl C. However i they or their R & D Department
fesl that extending it for a further 12 months might have local implications, then | think you wouid
. need to complete a Part C if they raquast if.

As far as Trent MREC Is concerned, the study is approvad for the 36 months quoted In the
application form, with effect from 18 March 2003 when it was given final approval, | cannot see
the need for an amendment being submitted to Trent MREG because there is no change to the
duration of the study approved by them.

I hope this is helpful to you,

Yours sincerely

Trent MREC Administrator
on behalf of Dr Robert Bing, Chairman

cc  Jenny Hancock, Administrater, Derbyshire LREC

MREC/02/4/114 : )
' Tha Central Offfce for Rescarch Ethics Committess is responsible for the
operational management of Multi-centre Research Fthics Committaes
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APPENDIX 2.2 LREC & Research governance reference numbers and approval dates
Breast unit LREC ref no. \ Date passed RG ref no. Date passed
1 * 24/6/03 * 2/6/03
2&7 03/1/031 11/9/03 * 12/8/03

3 0308/694(N&S) 13/8/03 0307/694 1/8/03

4 SDAH/[2003/076 8/9/03 SDAH/2003/076 19/8/03

5 03/72 9/9/03 433/203/Surg/RH | 22/9/03

6 7143M 4/10/04 UHL/9024 16/10/03

8 * 4/8/03 * 13/8/03

9 C1110313 9/12/03 (N)o3oN32 28/11/03
10 RLREC/NLR/11/03 2/6/03 RD/o3/06/01 2/6/03

11 03/258 23/9/03 STHo3/258 23/9/03

*Approval granted, no number provided
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Project Review for NTCRN Consumer Research Panel

Project title: Patient professional factors influencing cheice of surgery in the
management of breast cancer: patient and clinician perspectives. A qualitative and
gquantitative study

Project investigators: Miss Lisa Caldon (Cancer Research UK Research Feflow);
DOr Tony Stevens (Research Fellow, Academic Palliative Medicine Unit, University of
Sheffield); Professor Malcolm Reed (Professor of Surgical Oncology, University of
Sheffield); Professor 3am H Ahmedzai (Professor of Pailiative Medicine, University of
Sheffield}. :

Name of reviewer: Hazel Marshall Cork
' J:r oy 1
Date reviewed: 5. Vil. 020

Please answer each question as fully as possible and then tick the box that most
closely indicates your strength of support for this project. Please use a continuation
sheet if there is not sufficient room for your comments.

1 Is the project scientifieally sound? Is it well designad and realistic in its goals? Is
the research question clear? Is the method appropriate?

J.j;s o %Wfbk.fmq«, e pueo Jﬁd” ccwmmio ke, e _
Al of cancfnd, boo)cak %Hfdl{u",ﬁ;ﬂ anoliie ST citigh
Acleeklnt: ol matfod elegey: Mhe ' g dtede o] o
Asflanel 1% rlifam.ﬁ«./{ atadiad arol U6 qecin Gttty
achitably . Mo ool Roncth atet akelysen
Ve el __S:‘c‘.t;«ﬁ._ _10 = mm\g\_hq ekl an ")&‘.{’._;]Lg L"JT
ko e ;:F' e maflods wiiel wentel, K '_1
by ShRACPA ekt -)ﬂ oo, ASLSaned, .

2 Are there any ethical issues that are not fully dealt with in the protocol?

Al Shcad 188 Yo o hacot bres

BN s [ G BT _=;"L@_. 1_“_.&40{_,@...-{ . At el
! i

!
] by ol Dafaln 0 M{lm R TE AT SRRV l UL ik

R H ]

—

{

J . i . : £
. o . O T T ST N ATy A
2L M E‘,k_:[’l il ( L"'U-—--fs;’_.-t dla_dng (U5 L‘L—._K n

A ckl REUESAa gy ANES E Taon A GRAC

T
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3 Does the project duplicate or conflict with any other work that you are aware
is being done or has been done in the past?

N ot fgtta T {SQU\J\A Qray O Ry Mwoniosthy
e UTvas W DIregn thoatge Vet L,P\"c:wxij

ob npeds Son

4 Does the project address impoertant issues eg will the project enhance the
care and treatment of patients with cancer?

= %Ui SN ?m\j,e_yhf Lok beust

m@msb , g H\L}a};i,) N S N N T O N = cux:?

oo N ke Lo Y TG -
y

. e )
: M llogoe oS S
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O R ln ot b Qondarma ¥ O{TAONE
5 Are the timescales for the project realistic?

%L% :

6 Dees the project represent value far maonay?
Sl
\

T Any othar comments about this project. ]
e Nowg dndseomd e Tue g PRy e
Grd oo jaj:a beosld ¥ %@_ Lmuoup PSS .
g - ' NS, S
WAGLT &u}—? o D bﬂ Yoo Ly uﬁkﬂ_!@ b]b\‘ﬁ-}'—u\rﬁ
hoken Ai\ NN SRS g\ \Y4 -’D‘U-’”‘-’P R ateaty W U ’
NenY owe Wk bl wAesasded b S \‘b

ARLNTEE N rode saisohs aM yateods Meaedees :
Please tick the box@nat t closely indicates your strength of suppoH for this dﬁ%ﬁ&}m Ll

1

projact
E/Strongly support this project L Support this project with resarvations
! Need mcre information N Reject
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Project Review for NTCRN Consurmer Research Panel

Project title; Patient professional factors influencing choice of surgery in the

management of breast cancer: patient and clinician perspectives. A qualitasive and
guantitative study

Project Investlgators: Miss Lisa Caldon (Cancer Research UK Research Fellow);
Dr Tony Stevens (Research Fellow, Academic Palliative Medicine Unit, University of
Sheffield). Professor Malcolm Reed (Professor of Surgical Oncology, University of

Sheffield), Professor Sam H Ahmedzai (Professor of Palliative Medicine, University of
Sheffield).

Name of reviewer: Gillian Speed
Date reviewed: a\s %X-Uﬂhi_‘)- © Zo0d .

Please answer each question as fully as possible and then tick the box that most
closely indicates your strength of support for this project. Please use a continuation
sheet if there is not sufficient ropm for your comments,

115 the project scientifically scund? Is it welt designed and realistic in its goals? Is
the resaarch question clear? |s the method appropriate?

Re Lon an & are comods g (?M\SE_UC

o Wik dasigred  ond Mok n VeS

Joods. T %uL Sl e retheeds Un:%i_?
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2 Are there any ethical issues that are not fully dealt with in the protocol?
D‘\()CLL-"\ o 0e  Jas oo & G owoose, O
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3 Does the project duplicate or conflictwith any other work that you are aware
is belng done or has been done In the past?

7‘1 “’Lj ﬁéww!’i L(ﬁ» Hoin pregel dors el
& !«i SR lfc--«d*z/,.q A ol I Goha Shoaliss,

4 Does the project address impertant issues eg will the project enhance the
cal‘e and treatment of patients with cancer?
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Please tick the box that most closely indicates your strength of support for this
project

& Strongly support this project U Support this project with reservations

I Need more information ~ Reject
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Clinician Survey 14 Breast Units

XXiX



XXX



APPENDIX 4.1 Clinician information leaflet

Surgical Management Preferences and Choices in Breast Cancer

Health Care Professional Information Leaflet

Please read this carefully

You are invited to take part in this research study. Funding for the project
has been provided by Cancer Research UK, and the Royal College of
Surgeons of England is contributing toward the audit and health care
professional survey elements of the study. Before you decide whether or
not you wish to take part it is important for you fo understand why the
study is being done and what it will involve if you agree to take part. Please
read the following information carefully and feel free to question us if
there is anything you don't understand or would like more information
about. To aid this process we are happy to visit your department and talk
to your multidisciplinary team about this study. You will be given as much
time as you wish to make a decision about whether to be involved in the
study.

Please turn over
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Why is this study being conducted?

We are familiar with the presentation of data describing the observation
of differences in mastectomy and breast conservation surgery rates in the
management of breast cancer. The annual publication of the audit of screen
detected breast cancers highlights these differences at both the unit level
in regional reports and regional level within national reports. These
observations are not unique to the Trent or the UK, similar patterns of
variance being observed internationally.

Published literature suggests that primary tumor characteristics fail to
account for the observed variations, and points fo a number of potential
factors influencing the pattern of variance observed; ranging from patient
factors (body image, conflicting fears, prior knowledge and experience,
perception of chance of cure etc.), to professional factors (decision making,
professional's recommendation and communication styles) and the
interaction of the patient and professional (patients’ perception of a
recommendation). In the context of patients for whom there is a choice of
surgical treatments, the decision making process is complex and likely
results from a combination of the afore-mentioned factors.

The aim of this research study is to clarify the extent of treatment
variation within Trent over time, and identify the factors associated with
it; investigating the decision making and consultation process from the
perspective of specialist breast professionals (surgeons and nurses) and
patients from Trent.

Why have I been approached?

We are approaching all specialist breast surgeons and nurses within the
Trent Region. As with all studies, the larger the number of participants the
more representative the findings; we therefore hope to recruit as many as
possible breast units from the region to the study, and ideally need the
involvement of all individuals from the units, in order to provide
representative results.

Who is organising the study?

This study is being funded by Cancer Research UK and sponsored by the
University of Sheffield. The principle investigator of the project team is
Professor Malcolm Reed from the Academic Surgical Oncology Unit of the
University of Sheffield. Professor Sam H. Ahmedzai from the Academic
Palliative Medicine Unit will also be supervising the study. Working on the
project will be Miss Lisa Caldon, lead investigator, and Mr. David Wilde,
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Research Associate.

The funders of the study will pay the researchers Lisa Caldon and David
Wilde an annual salary to undertake the project. They will not receive any
additional payments. No one else will be paid as a result of your
participation in this study.

What does the study involve?

The project brings together a combination of qualitative and quantitative
methodologies, o examine variation in mastectomy rates at both the macro
and micro level: Macro level investigation entails the statistical analysis of
extensive audit datasets pertaining to the surgical management of women
with breast cancer. Micro level investigation comprises exploration of the
treatment decision-making process from both the specialist breast
professionals’ (surgeons and nurses) and their patients’ perspective.

There are two main stages of the study.

The first stage will be conducted across all participating breast units in
Trent, evaluating individual teams’ management of breast cancer, and is
sub-divided info 2 parts:

1. Adjusting mastectomy rates audit data for case-mix and identification
of associated variables.

2. Multi-professional tfeam member decision analysis: Survey of specialist
surgeon and breast care nurse management of individual case
scenarios with respect to key primary tumour characturistics.

The second stage, investigates the diagnosis and treatment decision-making
process from both the patient and clinician's standpoint, to identify the key
factors associated with the decision making process. For pragmatic reasons
this stage of the project will be limited fo three Trent breast units. The
three units representing the spectrum of treatment rates observed (a
high, medium and low mastectomy rate unit). Three methods will be
employed within this stage.

1. Patient discussion/focus groups
Total 24 patients: 8 patients per group, 3 groups over 3 units
To inform the study and assist in refining the design of semi-
structured interview schedules.

2. Patient postal questionnaire
Total 300 completed responses: 100 per unit.
600 to be distributed, assuming a 50% response rate
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A simple 2-page questionnaire to identify patient’'s decision making
style preferences (active, passive or collaborative) and recruit to
further sub-stages of the study.

3. Semi-structured interviews with patients, specialist Breast Care
Nurses and surgeons
Total 180 interviews over the 3 units
Semi-structured interviews will be centred on the management of
twenty cases from each unit; 10 mastectomy and 10 breast
conservation surgery, in which there was a choice of surgical
treatment options according to freatment guidelines. For each
patient responder interviewed, their surgeon and specialist breast
care nurse will also be interviewed, to achieve friangulation of
impression of the process of information fransfer and decision-
making in individual cases.

If we decide to be involved, what level of input would be required?

That will depend on the level to which your unit wishes to be involved in the
study. There are 3 levels of possible involvement.

1. Audit only
2. Audit and Professionals’ survey

3. Audit, Professionals’ survey and patient-involvement stage.
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Why are you doing an audit?

We believe that good quality audit is a vital first stage of our project. By
adjusting for the characteristics of the cases managed by the individual units
we will be able to confirm whether the pattern observed at aggregate level is
simply due to differences in the units' case-mix or not.

What would involvement in the audit involve?

Involvement in this stage of the study requires providing us with your unit and
surgeon identifier numbers for the Breast Screening program and Trent
Cancer Registry. We are not asking your team tfo request or search through
notes, we will only be using information you have already provided. Information
will be covered by a signed confidentiality agreement, and provided to us in
individualised format but devoid of patient identifiers. This data will be
stored in password-protected databases and remain strictly confidential. The
main researcher (Lisa Caldon) and Stephen Walters, a lecturer in statistics at
the Sheffield School of Health and Related research (ScHARR) will analyse
the data.

What would involvement in the Professionals' survey involve?

Involvement in the professionals’ survey would involve completing a
questionnaire comprising 2 sections; the first involving choosing between
treatment options in 25 case scenarios where key primary fumour variables
are altered; the second answering a series of questions about yourself. To
ensure that the study's results are representative it is important that all
members of the unit take part in this sub-stage. The questionnaires will be
posted to you and will take about one hour to complete. You will be provided
with a freepost envelope to return it to us. We need to be able fo identify
who you are for the purposes of data analysis, but all responses will remain
strictly confidential and any results anonymised.

What would involvement in the patient-involvement stage of the study
involve?

This is the most involved stage of the project, the in-depth study of the
consultation and decision making process of the surgical management of
breast cancer in three units in Trent. one each to represent a unit with a
high, a medium and a low mastectomy rate. We will be using the case-mix
adjusted rates, and are interested in units with consistent practice over
time.
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This stage of the study is divided into 3 parts, a patient questionnaire,
patient focus groups and semi-structured interviews. The first two parts
of this section involve the recruitment of patients only. As a professional,
you will only be asked to take part in the third part of this stage, but will
be asked as a team, to help recruit patients. Interviews will be conducted
within 3 months of your patient's surgical treatment, by an experienced
researcher using a schedule consisting of open questions. We are aware of
the busy nature of breast unit work, and have designed a single page A4
prompt sheet that we feel will assist you in the recall of the diagnosis
provision and treatment discussion consultation(s). We would ask the
involved individual nurse and surgeon to complete the prompt sheet for all
patients undergoing surgery during the time of recruitment to the study.

Interviews regarding patients are expected to take between 15 and 20
minutes each. In each participating unit, interviews will be conducted
around 20 patient episodes. This equates to a total of between 5 hours and
6hours 40 minutes of breast care nurse time and surgeon time over a
period of 8 months. Interviews will be arranged to suit you.

Interviews with health professionals will be assisted by the presence of
case notes and the prompt sheet filled in by the individual professional
following the consultation. By exploring and triangulating the process of
decision making from the patient and professionals standpoint, we hope to
identify the most powerful factors influencing the process from all three
perspectives.

How will patients be recruited?

We aim to recruit patients following their initial treatment surgery. To do
this we will be asking the units breast care nurses to provide patients
fulfilling the inclusion criteria of the study, with an information pack prior
to their discharge from hospital. The information pack includes an
introductory letter, information leaflet and a freepost study reply card
that the patient will return to us indicating whether they would be
interested in participating in the study or not, and to what level. On receipt
of the study reply form indicating interest, we will send them further
information and a consent form. The information pack contains contact
telephone numbers that patients can use, should they require more
information about the study.

Patients recruited will provide us with consent to view their notes, fo
confirm the nature of their treatment and aid the interview process.
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What will happen to me if I take part?

Whether you decide to take part or not, we would ask you to please
complete the Study Reply Form and return it in the FREEPOST envelope
provided. If you decide not to take part, please tick the box beside "No, I
do not wish to take part in this study” and return the form to us after
filling in your name. You do not need to fill in any other details on the form.

If you wish to take part in the study, then please tick the box beside "Yes,
I would like to take part in this study” and indicate the level to which you
would like to be involved by ticking the relevant box below the main
statement. Then fill in the contact details section and return the form to
us. Once we receive your form, a member of our research team will contact
you.

Feel free to call us with any queries you may have and/or talk the study
over with anyone else.

The interviews may be audiotape recorded with your consent. Any
information you provide during the discussion will only be available to the
research staff working on this study. Tapes will be labeled with an
identifier number, but will not be stored with any record of your identity.
Tapes will be stored in a locked room at the Royal Hallamshire Hospital,
Sheffield, which is only accessible to the research staff. The tapes,
electronic transcript data and paper records collected over the course of
the study will be kept until the end of the study and then destroyed.
Tapes will be transcribed by a professional agency.

Access to any data stored on the project will be restricted to researchers
working on this study. Data stored on computer will be password
protected. The same research team that collected the data will also
perform the analysis of the information.

The information collected will remain confidential and prior to publication
all results will be anonymised.

Do I have to take part?

No. Your taking part in this study is entirely voluntary. If you would prefer
not to take part, you do not have to give a reason. You may also withdraw
from the study at any time.

What are the possible risks of taking part?

There are no specific risks associated with taking part in this study.
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What are the possible benefits of taking part?

The results of this study will provide us with a better understanding of how
treatment decisions are made, and increase our understanding of the
possible reasons behind the variation in mastectomy and breast
conservation surgery rates we observe in Trent. Following data analysis, we
will be offering individualised feedback on an individual professional and
unit basis to those participating in the study. Again, confidentiality is
assured for this process.

How will this information be used?

Anything you say will be treated in the strictest confidence. Any
information gathered during this study will be made available only to
researchers working on the study. No names will be mentioned in any
reports of the study and care will be taken to ensure that you cannot be
identified.

What if I am harmed?

As there are no specific risks associated with this study it is highly unlikely
that you will be harmed. If you have any complaints or concerns please
contact the Principal Investigator, Professor Malcolm Reed, in the first
instance - telephone 0114 271 3326, or the Director of the Division of
Clinical Sciences(South), Professor HF Woods - telephone 0114 371 2475

Will anyone else be told about my participation in this study?

No. We will not inform anyone outside of the research team of your
participation in the study.

Who can I contact for more information?
Miss Lisa Caldon, the Research Coordinator - telephone 0114 271 2225.

What if I have other concerns?

If after reading this information sheet you decide not to take part in the
study, but feel you need to discuss any of the issues we have raised, or you
have other questions about this study, please contact either the Principal
Investigator, Professor Malcolm Reed - telephone 0114 271 3326, or Miss
Lisa Caldon, the Lead Investigator - telephone 0114 271 2225, or write to
them at the Academic Surgical Oncology Unit, K Floor, Royal Hallamshire
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Hospital, Sheffield S10 2JF.

If you have any complaints about the way the investigators have carried
out the study, you may contact (insert local name, address, and telephone
number of appropriate complaints department for each clinic site). A list
of potentially useful contacts appears on page 10.

Please keep this information leaflet for future reference
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Useful contacts

If you want to know more about the project

Lead investigator

Miss Lisa Caldon

0114 271 2225

Research Associate

Mr. David Wilde

0114 271 1707

If you have a complaint about the project

Principal Investigator

Professor MWR Reed

0114 271 3326

Director of the Division of

Clinical Sciences (South)

Professor HF Woods

0114 371 2475

Local Complaints Department

<insert local information>
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APPENDIX 4.2 Breast unit study reply form

Surgical Management Preferences and Choices in Breast
Cancer

Breast Unit STUDY REPLY FORM

Please tick the appropriate boxes below
O NO, as a Breast Unit we do not wish to take part in this study
Q YES, as a Breast Unit we would like to take part in this study

If YES, please indicate the level to which you are willing to be involved in the

study

Q YES, to the audit section of this study

Q YES, to the audit and survey sections of this study

Q YES, to the audit, survey, and if approached, the patient-focused
sections of this study

If you wish to be involved, please provide us with the contact details of a member of
the team with whom we can liaise (IN BLOCK CAPITAL LETTERS PLEASE)

Name

Contact address

Telephone No

Email address

To be sighed by the LEAD CLINICIAN of the breast unit please

Signature Name Date

Please return the completed slip in the enclosed FREEPOST envelope.

Thank you
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APPENDIX 4.3 Clinician DCE invitation letter

«title» «fname» «lname»
«address»
«postcode»

Dear «fname»,

Re ‘Patient and professional factors influencing choice of surgery in the
management of breast cancer: A qualitative and quantitative study’

Some time ago we wrote inviting your unit to participate in part one of the above study, involving
specialist breast team members completing a postal questionnaire. You replied indicating you
were happy for your unit to be involved.

Having received approval to proceed from your local Research Governance process and
Research Ethics Committee, we are now distributing questionnaires to the members of your
team. | enclose a copy of the questionnaire for you to complete. A consent form is located on
page 4. On completion please return it to us in the freepost envelope provided.

Any information provided will be treated confidentially: No one outside the research team will
have access to your personal responses (including other members of your team). At the
conclusion of this stage of the study we will provide you with feedback: The unit’'s data in the
context of Trent-wide data, and if requested will provide feedback on your responses as an
individual. In due course, when the full study is analysed, anonymised feedback will be
provided to all participating units.

Participation is voluntary; however you will understand to optimise the chance of accurately
understanding this issue, we need to involve as many professionals from the team as possible.
We therefore ask you encourage the involvement of your team members. If anyone has
questions regarding the project we are happy to answer them. All those approached have been
sent an information leaflet, the questionnaire and freepost SAE. If we have neglected to send
this information to any permanent members of the team who are involved in talking to patients
about the diagnosis and treatment of breast cancer, please contact us with their details and we
will send them a questionnaire pack.

We would like to take this opportunity to thank you for your involvement in this project, and look
forward to hearing from you.

Yours sincerely
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APPENDIX 4.4 Clinician DCE questionnaire

Unit/HCP Identifier

Information Needs and Decision Making
PreferencesSpecialist Breast Health
Care Professional Questionnaire

Thank wou far taking part in this study.

Flease complete this guestionnaire in your own time. The guestions are sasy to
complete and for the most part only reguire you to tick a box. So to complete all the
questions here will probably take you about 10 2% minutes. All the guestions are
impaortant so we do need you to complete all of them.

All information that you will provide will remain strictly confidential.

VWhen you have finished please post the questionnaire back in the FREEPOST envelope
provided — you do not need astamp.

If wou have any gqueries about this gquestionnaire or the study, please caontact

Lisa Caldon on 0114 271 2225 ar David Wilde on 0114 271 1707

Academic Surgical Oncology Unit, Division of Clinical Sciences (CSUHT),
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About this Questionnaire
This questionnaire is divided into two sections.

Section one

This section comprises a series of 25 clinical scenarios on which you are asked
to make a treatment decision. A worked example is also provided for you at the
beginning of the section.

Section two

section is made up of six questions, five of which are a series of psychological
measurement scales. These scales are included as it is recognised that
decision styles can be associated with psychological response patterns.

At the end of each section there is a blank page provided for you to write any
comments you wish to make (please use additional sheets if necessary).

What will the results be used for?

The results of this questionnaire will be used entirely for the purposes of
research. We need to be able to identify who you are, however your responses
will be kept confidential. No one outside the research team, including your own
breast team, will be informed of your responses as an individual.

The signed consent form will be detached upon receipt of the completed
guestionnaire and will be stored separately from your responses.

Any results of this questionnaire and the broader study, of which this is a part,
will be anonymised for the purposes of publication and presentation.

At the end of the study individualised feedback will be available upon request.
If you have any queries regarding the study or the questionnaire please contact
either:

Lisa Caldon Office: 0114 271 2225/3326
Thank you for completing this questionnaire and taking part in the study.

If you have any queries about this questionnaire or the study, please contact

Lisa Caldon on 0114 271 2225 or David Wilde on 0114 271 1707

Academic Surgical Oncology Unit, Division of Clinical Sciences (CSUHT),
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1. READ THE ACCOMPANYING HEALTH CARE
PROFESSIONAL INFORMATION SHEET

2. SIGN AND DATE THE CONSENT FORM (PAGE 4)

3. HAVE SOMEONE WITNESS THE CONSENT FORM

IT IS VERY IMPORTANT YOU COMPLETE THE POINTS
ABOVE, OTHERWISE WE CANNOT USE THE
INFORMATION YOU PROVIDE IN YOUR QUESTIONNAIRE.
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Study Number: MREC/02/4/114
Unit/staff ID number: /

The University of Sheffield
Section of Surgical and Anaesthetic Sciences

Academic Surgical Oncology Unit

& Academic Palliative Medicine Unit
K Floor Royal Hallamshire Hospital

Sheffield S10 2JF

UK
Professor MWR Reed MBChB, BMed.Sci, MD, FRCS (Eng) Tel: +44 (0)114 271 3326
Professor SH Ahmedzai BSc, MB ChB, FRCP Tel: +44 (0)114 271 3792
Miss Lisa Caldon MB ChB, FRCS (Eng) Tel: +44 (0)114 271 2225
Mr David Wilde BSc, MSc Tel: +44 (0)114 271 1707

SPECIALIST HEALTH PROFESSIONAL QUESTIONNAIRE CONSENT FORM
(Version 1: 22/04/03)

Surgical Management Preferences and Choices in Breast Cancer:
A qualitative and quantitative study.

If you wish to take part in the study, please read the statements below, and initial the boxes to the right if you
agree with the statement.

To confirm agreement Please initial the box

1. | confirm that | have read and understand the information sheet dated 22™ January 2003
(Version 3) for the above study.

2. | understand that my participation is voluntary and that | am free to withdraw at any time,
without giving any reason.

3. lagree to take part in the health professional questionnaire part of the study.

Name of respondent Date Signature
((Print in BLOCK CAPITALS)

Witnessed by Date Signature
(Print in BLOCK CAPITALS)

Breast Unit name
(Print in BLOCK CAPITALS)
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Please turn over to Section One

Before commencing the questionnaire we would like to know a
little bit about your professional background

Please tell us...

Your age
21-25 [} 46-50 [£
26-30 [} 51-55 [}
31-35 [} 56-60 [ 4
36-40 [ 61-65 [ 4
41-45 [} 66-70 [fo
Your sex
Male [/ Female [/
Your profession
Nurse [/ Staff Grade [,
Consultant Surgeon [/ GP Clinical Assistant [}
Associate Specialist [4 Trust Doctor [ £

What year did you qualify as a nurse/doctor
(Please write in your answer)

What year did you commence as a specialist

nurse/doctor in the breast cancer field
(Please write in your answer)

In your experience what does Breast Conservation Surgery mean to you?

(Please mark more than one box if appropriate)

Wide local excision [/
Segmentectomy [/
Quadrantectomy [

Other (please state below) [/
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Please turn over to Section One
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Section One

The scenarios are concerned with the importance that you, as an individual specialist
(rather than as a member of your breast team) place on various factors determining
the surgical management of breast cancer.

In your responses to this section we would like you to imagine that for reasons
unconnected with patient choice, that there are only 2 surgical options available;
mastectomy and breast conservation surgery (i.e. any surgery more conservative
than mastectomy), and that primary chemotherapy and breast reconstruction surgery
are not available.

In this questionnaire we are only interested in surgery to the breast. We are not
asking you to state your opinion regarding axillary surgery; our assumption being that
the axillary surgery you would perform would be the standard type for your practice.

The 25 scenarios in this section are presented in a tabulated form, each in its own box,
and differ according to the following five aspects:

Patient age (years) Divided into the following age bands:
(<40) (40 - <60) (60 - <70) (70 - <80) (280)

Total tumour size (mm) Divided into the following size bands:
(<20) (20 - <30) (30 - <40) (40 - <50) (250)

NOTE: In multi-focal tumours, the figure represents the sum of all
the individual areas of tumour present.

Bra Cup size Divided into the following bra cup sizes:
A, B, Cand =D

In this questionnaire the tumour site is designated as
being within the:

Upper outer quadrant (UO), upper inner quadrant (Ul), lower
outer quadrant (LO), lower inner quadrant (L) or central area of
the breast — see diagram below.

NS

Central
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Tumour focality Designated as being either:
Unifocal - a single area of tumour
Multi-focal, single-quadrant - greater than one area of
tumour, lying , within a single quadrant of the breast.

NOTE: For the purposes of this study, the central site is also to be
treated as a ‘quadrant’.

Please assume that other aspects of the scenarios are equal or not significant.

Based on the information provided in each of the 25 scenarios, you are asked to
indicate your preferred choice of breast surgery by placing a tick in the relevant box
below the scenario description. If you prefer both options equally, please tick both

boxes.

Please turn over to see an example of what we would like you to do



Example of Clinical Scenario

This is how each scenario will be presented:

Scenario X
Patient Age (years) 60 - <70
Total tumour size (mm) <20
Cup size C
Site LI
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.

the above scenario (X), the patient is aged between 60 and 69 years old, they
have a tumour of less than 20mm diameter in total, within their C cup breast.
The tumour is situated within the lower inner quadrant and is unifocal.

If, after reading this information, your preferred treatment option was Breast

Conservation Surgery, then your response would be to tick the Breast
Conservation Surgery box. ‘/

Mastectomy Breast Conservation Surgery

[, 1.

Please turn over to commence the scenarios



Scenario 1

Patient Age (years) <40
Total tumour size (mm) 40 - <50
Cup size 2D
Site LI
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.

Scenario 2
Patient Age (years) 60 - <70
Total tumour size (mm) 250
Cup size B
Site LI
Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

[, 1.




Scenario 3

Patient Age (years) 280
Total tumour size (mm) 250
Cup size 2D
Site LO
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 4
Patient Age (years) 280
Total tumour size (mm) 40 - <50
Cup size C
Site ul
Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.




Scenario 5

Patient Age (years) 70 - <80
Total tumour size (mm) 40 - <50
Cup size B

Site Central
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 6
Patient Age (years) 40 - <60
Total tumour size (mm) 20 - <30
Cup size C
Site LI
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.
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Scenario 7

Patient Age (years) 40 - <60

Total tumour size (mm) <20

Cup size B

Site LO

Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery
. 1.
Scenario 8

Patient Age (years) <40

Total tumour size (mm) 20 - <30

Cup size B

Site ul

Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.




Scenario 9

Patient Age (years) 40 - <60

Total tumour size (mm) 40 - <50

Cup size A

Site uo

Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 10
Patient Age (years) 60 - <70
Total tumour size (mm) 20 - <30
Cup size 2D
Site uo
Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.
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Scenario 11

Patient Age (years) 40 - <60
Total tumour size (mm) 250
Cup size A
Site ul
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 12
Patient Age (years) 40 - <60
Total tumour size (mm) 30 - <40
Cup size 2D
Site Central
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

[, 1.
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Scenario 13

Patient Age (years) 70 - <80
Total tumour size (mm) 250
Cup size C
Site uo
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery
. L.
Scenario 14

Patient Age (years) 70 - <80

Total tumour size (mm) 30 - <40

Cup size A

Site LI

Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.
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Scenario 15

Patient Age (years) <40
Total tumour size (mm) <20
Cup size A
Site uo
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 16
Patient Age (years) <40
Total tumour size (mm) 30 - <40
Cup size C
Site LO
Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.
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Scenario 17

Patient Age (years) 60 - <70
Total tumour size (mm) 40 - <50
Cup size A
Site LO
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 18
Patient Age (years) 280
Total tumour size (mm) 20 - <30
Cup size A
Site Central
Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.




Scenario 19

Patient Age (years) 280
Total tumour size (mm) 30 - <40
Cup size B
Site uo
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 20
Patient Age (years) 60 - <70
Total tumour size (mm) <20
Cup size C
Site Central
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.
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Scenario 21

Patient Age (years) 70 - <80

Total tumour size (mm) <20

Cup size 2D

Site Ul

Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 22
Patient Age (years) 280
Total tumour size (mm) <20
Cup size A
Site LI
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.
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Scenario 23

Patient Age (years) 70 - <80
Total tumour size (mm) 20 - <30
Cup size A
Site LO
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Scenario 24
Patient Age (years) 60 - <70
Total tumour size (mm) 30 - <40
Cup size A
Site ul
Focality Unifocal

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

L. L.
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Scenario 25

Patient Age (years) <40

Total tumour size (mm) 250

Cup size A

Site Central

Focality Multi-focal, single quadrant

Please indicate your preferred choice of surgery in this case by ticking the
relevant box below. If you prefer both equally, please tick both boxes.

Mastectomy Breast Conservation Surgery

1. 1.

Thank you for completing Section One. If you have any comments
you wish to make, please write them on this page. Use additional
sheets if necessary. Ensure any additional sheets used are clearly
marked with the section they refer to.

Please turn over to commence Section Two
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Section Two

In this section we ask you to respond to a series of questions/statements about
yourself. The section is divided into 6 parts.

Part One
The table below contains factors that may be available when discussing a
diagnosis of breast cancer and its surgical management.

As an individual specialist, rather than as a member of your breast team, how
important do you think the influence of each of these factors is in the decision
making process with respect to surgery in primary breast cancer?

For each individual factor tick the box that best describes how important you think that factor is.

Some Not \'e}
importance  important opinion

Factor

Tumour size
1

N
w
N
o

Tumour: breast size ratio

N
w
N
o

Tumour site

[
N
w
N
o

Tumour type

=y
N
w
N
(&

Past medical history

-
N
w
S
(&

Avoidance of radiotherapy

[
N
w
N
o

Patient’s method of transportation

[
N
w
N
o

Patient’s treatment preference

i
N
w
IS
(&)

Patient’s age

-
N
w
IS
(&)

Patient’s socio-economic circumstances

[
N
w
N
o

Menopausal /pre-menopausal status

[
N
w
N
o

DO ooodfdnnn

i

NN I I I O N A O

N

N I I I I Y O A O

w

ODOO0O0oO0O0o000n0nn

IS

N I I Y I R

(&)

Other (please specify below)

Other (please specify below)

O
[]
O
O
[]

Other (please specify below) Dl D2 Ds D4 Ds
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Part Two

scale in the table below is composed of a pair of phrases separated by a series
of boxes. Each pair represents two types of contrasting behaviour. Each of us
belongs somewhere between the two extremes.

For each pair of phrases, please mark a box between the phrases, which best describes you.
+++ + - + ++

Not at all

independent Very independent

iy
N
w
IS
o
(=2}
=

Not at all emotional Very emotional

O OO0 OO DO O O
O OO OO DO O O
O OO OO DO O O
O OO OO O O O
O OO DO OO O O
0O OO0 OO DO O O
O OO OO O O O

Very rough a > 2 4 5 g - Very gentle
Not at all .
competitive 1 2 3 4 5 6 7 Very competitive

Not at all kind Very kind

Not at all aware of
the feelings of
others

Very aware of the
feelings of others

fuy
N
w
N
o
o
~

Never gives up

Gives up easily easily

y
N
w
S
o
o
=

Not at all self

confident Very self confident

fuy
N
w
N
o
o
~
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Part Three

For each statement in the table below please indicate the extent to which you agree or disagree
with the statement, by placing a tick within the relevant box.

Disagree Disagree Agree Agree

Statement Stongly ~ Somewhat Somewhat  Stongly

An expert who does not come up with a definite answer
probably doesn’t know much.

O
O
o
Ll

There is no such thing as a problem that cannot be
solved.

-
N
w
N

A good job is one where, what is to be done and how it is
to be done are always clear.

=y
N
w
IS

In the long run, it is possible to get more done by tackling
small, simple problems rather than large and complicated
ones.

=y
N
w
N

What we are used to is always preferable to what is
unfamiliar.

fuy
N
w
N

A person who leads a well organised, routine life, in
which few surprises or unexpected happenings arise,
really has a lot to be grateful for.

=y
N
w
N

| like parties where | know most of the people more than
the ones where all or most of the people are complete
strangers.

fuy
N
w
N

The sooner we all acquire similar values or ideas, the
better.

fu
N
w
N

I would like to live in a foreign country for a while.

People who fit their lives into a schedule probably miss
most of the joy of living.

fu
N
w
IS

It is more fun to tackle a complicated problem, than to
solve a simple one.

fuy
N
w
N

Often the most interesting and stimulating people are
those who don’t mind being different or original.

fu
N
w
IS

People who insist upon a yes or no answer just don’t
know how complicated things really are.

ey
N
w
IS

Most of our most important decisions are based upon
insufficient information.

fu
N
w
N

Teachers or supervisors who hand out vague
assignments give opportunities for individuals to show
initiative and originality.

ey
N
w
S

A good teacher is one who makes you wonder about your
way of looking at things.

O O O oo o0oqoofd o o0 o 0o d
O O O oo oooofd o oo o 0o o
O O O O o 006000 0 00 0 0 0
O O 0O O o0 00064060 000 00

fu
N
w
N
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Part Four

The questions in the table below relate to your health over the past few weeks.

Please indicate your response to each statement by placing a mark within the relevant box.

Have you recently...

Been able to concentrate on whatever you're doing?

Lost much sleep over worry?

Felt that you were playing a useful part in things?

Felt capable of making decisions about things?

Felt constantly under strain?

Felt that you couldn’t overcome your difficulties?

Been able to enjoy your normal day-to-day activities?

Been able to face up to your problems?

Been feeling unhappy and depressed?

Been losing confidence in yourself?

Been thinking of yourself as a worthless person?

Been feeling reasonably happy, all things considered?

Better than
usual

.

= = = =

fu

= = = =

O O O O O O 0O 0O 0o 0O O

fu

Sameas
usual

L.

N N N N

N

N N N N

O O O O O O 0O O o 0O O

N

Lessthan
usual

D3

w w w w

w

w w w w

O O O O O O 0O O O 0O 0O

w

Muchless
than usual

L.

S By £ S

N

£y S S £

O O O O O O 0O 0O O 0O O

N
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Part Five
The statements in the table below relate to your feelings about working as a
specialist.

Please indicate your response to each statement by placing a mark within the relevant box.

Afew Oncea Afew

Statement i mesa  month  timesa
glelglig] orless year

O O O O
O O O O
O O O O
O O O O
. O O O 0O
0. O O O
O O O O
O O O O
0. O O O

| deal very effectively with the
problems of my patients. Dl D2

[

N
(4]
()
=]

| feel emotionally drained from my
work.

fu
N
w
N
(4]
o
~

| feel | treat patients as if they were
impersonal objects.

=y

0O 0O 0O 0O 0O O O O

0O 0O 0O 0O 0O O O O

| feel fatigued when | get up in the
morning and have to face another
day.

=y
N
w
N
(&
o
~

| feel that at times | am callous
towards people.

fuy
N

| feel I am positively influencing other
people’s lives through my work.

fuy
N
w
N
o
o
~

Working with people all day is a real
strain for me.

iy
N
w
S
(&)
o
=

| don'’t really care what happens to
some patients.

fu
N
w
IS
(&)
o
~

O O 0O 0O 0O O O 0O

| feel exhilarated after working closely
with my patients.

fuy
N
w
N
o
o
=
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Part Six

The statements in the table below relate to how you feel about the uncertainties
sometimes involved in your work as a specialist.

Please indicate your response to each statement by placing a mark within the relevant box.

Strongly Moderately  Slightly Slighty  Moderately ~ Strongly

Statement agree agree agree  disagree  disagree  disagree

The uncertainty of patient care often troubles me.

=y
N

OO0 000000 0000000000000

w

w
S

D000 0O00000 D000 0000000000mn

o

ODOO0O0000000 000000 0dfdfoddfnan

o

o

Not being sure of what is best for a patient is one
of the most stressful parts of being a specialist.

s
N
w
S
o
=)

| am tolerant of the uncertainties present in patient
care.

s
)
w
S
o
=)

| find the uncertainty involved in patient care
disconcerting.

fu
N
w
N
(4]
o

| usually feel anxious when a diagnosis is
uncertain.

fuy
N
w
N
o
o

When a diagnosis | uncertain, | imagine all sorts of
bad scenarios — patient dies, sues, efc...

s
N
w
S
o
=)

| am frustrated when a patient’s diagnosis is
unknown.

s
N}
w
S
a
=)

| fear being held accountable for the limits of my
knowledge.

fu
N
w
N
(&)
o

Uncertainty in patient care makes me uneasy.

fuy
N
w
N
o
o

| worry about malpractice when a patient’s
diagnosis is not known.

s
N
w
S
o
=)

The vastness of the information specialists are
expected to know overwhelms me.

s
N}
w
IS
o
=)

| frequently wish | had gone into a speciality or
subspecialty that would minimise the uncertainties
of patient care.

fu
N
w
N
o
o

| am quite comfortable with the uncertainty in
patient care.

s
N}
w
IS
o
=)

The hardest thing to say to patients or their
families is, “l don’t know.”

fu
N
w
N
o
o

When specialists are uncertain of a diagnosis, they
should share this information with their patients.

fuy
N
w
N
o
o

If | share my uncertainties with patients, | will
increase the likelihood of being sued.

s
N
w
IS
o
=)

| almost never tell other specialists about the
diagnoses | have missed.

s
N}
w
IS
o
=)

If I shared all of my uncertainties with my patients,
they would lose confidence in me.

[
)
w
IS
o
o

| am afraid other specialists would doubt my ability
if they knew about my mistakes.

[
N
w
I
o
o

If | do not make a diagnosis, | worry others will
stop referring patients to me.

e
N
w
IS
a
=)

| never tell other specialists about patient care
mistakes that | have made.

[
N}
w
IS
a
=)

| always share my uncertainty with my patients.

ODOO0O0000000 ODO00000d0dodof0an

fu

NN I I R

N

ODO0O00000000 ODO00000000000

IS
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Thank you for completing Section Two. If you have any comments you wish to make, please
write them on this page. Use additional sheets if necessary. Ensure any additional sheets used
are clearly marked with the section they refer to.

Please continue on a separate sheet if necessary
Please turn over to find out what to do with the completed questionnaire

Thank you for completing this questionnaire and taking part in the study.
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Before returning the questionnaire, please ensure that...
e You have completed and signed the consent form on page 4
e You have had the consent form witnessed by someone

e If you have used any additional sheets of paper to write comments
on, make sure that each sheet is clearly marked with the section the
comments refer to

e Securely attach any additional sheets to the questionnaire with a
paper clip

You can now return the completed questionnaire in the FREEPOST
envelope provided to:

Miss Lisa Caldon MBChB, FRCS (Eng)
Clinical Research Lecturer

THE UNIVERSITY OF SHEFFIELD
Academic Surgical Oncology Unit
Division of Surgical Sciences (South)
Floor K

Royal Hallamshire Hospital

Sheffield

S10 JEF

THANK YOU AGAIN FOR YOUR HELP AND CO-OPERATION
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Thank you for completing Section Two. If you have any comments
you wish to make, please write them on this page. Use additional
sheets if necessary. Ensure any additional sheets used are clearly
marked with the section they refer to.

Please turn over to find out what to do with the completed questionnaire
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Thank you for completing this questionnaire and taking part in the study.

Before returning the questionnaire, please ensure that...

You have completed and signed the consent form on page 4

You have had the consent form witnessed by someone

If you have used any additional sheets of paper to write comments
on, make sure that each sheet is clearly marked with the section the

comments refer to

Securely attach any additional sheets to the questionnaire with a
paper clip

You can now return the completed questionnaire in the FREEPOST
envelope provided to:

Miss Lisa Caldon MBChB, FRCS (Eng)
Clinical Research Lecturer

THE UNIVERSITY OF SHEFFIELD
Academic Surgical Oncology Unit
Division of Surgical Sciences (South)
Floor K

Royal Hallamshire Hospital

Sheffield

S10 JEF

THANK YOU AGAIN FOR YOUR HELP AND CO-OPERATION
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APPENDIX 4.5 Clinician questionnaire covering letter

Dear

Re ‘Patient and professional factors influencing choice of surgery in the
management of breast cancer: A qualitative and quantitative study’

Having received approval to undertake the above study by your local Research Governance
process and Research Ethics Committee, we are now distributing questionnaires to individual
members of your team. | therefore enclose a copy of the questionnaire for you to complete. A
consent form is located on page 4. On completion please return it to us in the FREEPOST
envelope provided. Piloting confirms the questionnaire takes a maximum of 25 minutes to
complete.

Any information you provide will be treated confidentially: No one outside the research team will
have access to your personal responses (including other members of your team). At the
conclusion of the study we will provide you with feedback: The unit's data in the context of
Trent-wide data, and if requested will provide feedback on your responses as an individual.
This would be available only to you, no one else.

If you have questions regarding the questionnaire or the project we are happy to answer them
either over the phone or through email.

We would like to take this opportunity to thank you for your involvement in this project. We look
forward to hearing from you and to working with you on the rest of the project.

Yours sincerely
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Appendix 5

Clinician correspondence and Interviews

(3 Breast units)
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APPENDIX 5.1 Clinician interview consent form

Study Number: MREC/02/4/114
Unit/staff ID number: /

The University of Sheffield
Section of Surgical and Anaesthetic Sciences
Academic Surgical Oncology Unit

& Academic Palliative Medicine Unit

K Floor Royal Hallamshire Hospital
Sheffield S10 2JF
UK

Mr David Wilde BSc, MSc Tel: +44 (0)114 271 1707

SPECIALIST HEALTH PROFESSIONAL SEMI-STRUCTURED INTERVIEW
CONSENT FORM

Surgical Management Preferences and Choices in Breast Cancer:

A qualitative and quantitative study.

If you wish to take part in the study, please read the statements below, and initial the
boxes to the right if you agree with the statement.

Please initial the box

3. | confirm that | have read and understand the information sheet dated 22" January
2003 (Version 3) for the above study.

4. | understand that my participation is voluntary and that | am free to withdraw at any
time, without giving any reason.

3. lagree to take part in the semi-structured interview section of the study.

4. | agree to the discussion session being audio recorded.

Name of respondent Date Signature
(CAPITAL LETTERS PLEASE)

Witnessed by Date Signature
(CAPITAL LETTERS PLEASE)

Breast Unit name
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APPENDIX 5.2 Clinician interview schedule clinician version (no prompts)

_Unit/Surgeon Identifier

Surgical Decision Making:
Doctor’s Interview

Thank you for taking part in this study.

The aim of this study is to find out how patients arrived at the decisions they made,
in relation to their options for surgery for their illness. If at any time, you do not

understand any of the questions, or you wish to stop the interview, please feel free
to say so.

All information that you will provide will remain strictly
confidential.

Academic Surgical Oncology Unit, Division of Clinical Sciences (CSUHT),

Section of Surgical and Anaesthetic Sciences, K Floor, Royal Hallamshire
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Checklist (Pre-Interview)

Has the participant read the Information Sheet?

Has the participant read through the Interview Schedule?

Does the participant have any questions at this stage? (if YES, write down what they are)

Talk the participant through the project and what will happen during the interview

Take the participant through the Consent Form and have them sign it

About you and the unit you work in

To begin with | would like to ask you a few questions about how you find working in the Breast
Service here at <Name of unit here>.

1. How long have you worked in this breast unit?

2. Whatis it like to work as a specialist in this breast service?
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3. Do you feel that professionals have different styles and different ways of working, if so, what
styles have you observed?

Before a consultation where a diagnosis is to be given

I would now like to talk about what happens just before a clinic begins where patients are to hear
about their diagnosis. From this point in the interview | would like us to focus only on newly
diagnosed breast cancer patients.

4. Whenis your regular breast MDT meeting held in relation to the clinic where patients are given a
diagnosis of breast cancer?

5. How do you usually feel after an MDT meeting?

6. If, at a prior consultation, it was suspected that a patient had a breast cancer, is there anything
you, or anyone else in the team would do, or say to them, at that stage?

7. What way, if any, are patients themselves prepared for the news that they have breast cancer?
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8. Prior to a consultation where you know that a patient will be given a diagnosis of breast cancer, do
you have any expectations about what the consultation will be like and what are they based on?

9. How would you describe your feelings before such a consultation?

During a consultation with a newly diagnosed patient

10. Please talk me through what happens in a consultation where diagnosis and treatment options are
being discussed with a patient with breast cancer.

About patients’ information needs

11. In your experience, what do patients tend to know about breast cancer and its treatment options
before they come to see you?

12. What do you think are the most important pieces of information patients need or want to know
about their diagnosis and when are they raised?
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13. What do you think are the most important pieces of information patients need or want to know
about treatment and when are they raised?

What a patient is offered

14. Within the context of your Unit’s Guidelines and published research, please describe the factors
that would lead your team to offer a patient...

Interviewer Note:

Read out text in quotation marks

"The literature suggests that patients vary in the degree of involvement they want when making
decisions about what surgery to have. Some patients will want full control over the decision
making process, some prefer to share that control, and others will prefer it if their professionals
take full control.”

15. Do you think patients are getting the degree of choice they want?
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16. Thinking about your experiences with the patients you see [SHOW CARD 1] please look at the
responses on the card and tell me, during consultations, who generally makes the final decision
about what surgical treatment to have?

e The patient tends to make the final decision regarding the treatment they will have

e The patient tends to make the final decision about which treatment will they will
have after seriously considering my opinion

e The patient and | generally share the responsibility for making final decisions
regarding which treatment is best

e | tend to make the final decision about which treatment the patient has after
seriously considering the patient’s opinion

e | tend to make the final decision about which treatment the patient has

Communicating with patients who have breast cancer

At this point | would like us to talk about your experiences communicating with patients. In
particular, | would like us to focus on patients in whom, for clinical reasons, mastectomy is
not the only option.
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Interviewer Note:

Read out text in quotation marks

"Research has identified that patients with breast cancer tend to fall within 1 of 3 different
decision making styles. These are:

Active decision makers
Collaborative decision makers

Passive decision makers

In this final section of the interview, | would like to ask you a few questions about how you find
communicating with each of these types of patient during the consultation process that leads to
a final treatment decision. | would like to start with situations with ACTIVE decision makers.
[SHOW CARD 2] For the purposes of this study we define active decision makers as...”

"Patients who tend to make their own final treatment decisions, either with or without
seriously considering their specialist’s opinion.”

Definition adapted from:

Beaver K, Luker KA, Owens RG, Leinster SJ, Degner LF, Sloan JA. Treatment decision making in
women newly diagnosed with breast cancer. Cancer Nurs. 1996;19:8-19

17. Firstly, | would like you to think about a situation you have had with a patient who was ACTIVE
about making decisions. Without revealing any confidential details, please tell me about your
experience with them up to the point when a treatment decision was made.
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Interviewer Note:
Read out text in quotation marks

"l would now like you to think about situations with COLLABORATIVE decision makers. [SHOW
CARD 3] Forthe purposes of this study we define collaborative decision makers as...”

"Patients who tend to share final treatment decision responsibilities with their specialist.”

Definition adapted from:

Beaver K, Luker KA, Owens RG, Leinster SJ, Degner LF, Sloan JA. Treatment decision making in
women newly diagnosed with breast cancer. Cancer Nurs. 1996;19:8-19

18. This time | would like you to think about a situation you have had with a patient who was
COLLABORATIVE about making decisions. Again, without revealing any confidential details,
please tell me about your experience with them up to the point when a treatment decision was
made.
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Interviewer Note:

Read out text in quotation marks as a lead in to Question 20

"I would now like you to think about situations with PASSIVE decision makers. [SHOW CARD 4]
For the purposes of this study we define passive decision makers as...”

"Patients who tend to want to leave final treatment decisions to their specialist, either with
or without their specialist seriously considering their opinion.”

Definition adapted from:

Beaver K, Luker KA, Owens RG, Leinster SJ, Degner LF, Sloan JA. Treatment decision making in
women newly diagnosed with breast cancer. Cancer Nurs. 1996;19:8-19
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19. Finally in this section, | would like you to think about a situation you have with a patient who was
PASSIVE about making decisions. Again, without revealing any confidential details, please tell me
about your experience with them up to the point when a treatment decision was made.

Interviewer Note:

Read out text in quotation marks

"The literature tells us that there are a variety of influences on patients making decisions about
surgical treatment...”

20. Thinking first of all in a wider sense, who or what do you think has the greatest influence on
patients’ decisions about which surgical treatment to have?

21. And thinking within the context of the breast team here, who or what do you think has the
greatest influence on patients’ decisions about which surgical treatment to have?

22. Is there anything else you would like to add to what we have been talking about today?

Checklist (Post-Interview)
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Does the participant have any questions at this stage? (if YES, write down what they are)

Talk the respondent through what happens next regarding...

The involvement of the participant

What kind of feedback they can expect to receive and when

Briefly what will happen with the rest of the study

Leave contact details with the participant and thank them for their help

Write up any notes from the interview
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APPENDIX 5.3 Clinician interview schedule interviewer version (with prompts)

For office use only

Unit/Surgeon Identifier

Surgical Decision Making:
Doctor’s Interview

Recorder Interview ID Code

Thank you for taking part in this study.

The aim of this study is to find out how patients arrived at the decisions they
made, in relation to their options for surgery for their illness. If at any time, you
do not understand any of the questions, or you wish to stop the interview,
please feel free to say so.

All information that you will provide will remain strictly
confidential.
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Checklist (Pre-Interview)

Does the participant have any questions at this stage? (if YES, write down what they are)

Talk the participant through the project and what will happen during the interview

Take the participant through the Consent Form and have them sign it

Interviewer: Venue: Date: / /2003

About you and the unit you work in

To begin with | would like to ask you a few questions about how you find working in the Breast Service here at
<Name of unit here>.

1. How long have you worked in this breast unit?
2. Whatis it like to work as a specialist in this breast service?
Prompts
Likes & dislikes
What is the unit philosophy?
Day to day running of the service
Structure of the service, time after doctor, pre-op and/or home visits
Constraints / facilitations
What is this place to work in compared to others?
How well do you get on with your colleagues?

Examples of these
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3. Do you feel that professionals have different styles and different ways of working, if so, what styles have
you observed?
Prompts

Impact on how consultations go and patient decision making / satisfaction

Before a consultation where a diagnosis is to be given

| would now like to talk about what happens just before a clinic begins where patients are to hear about their
diagnosis. From this point in the interview | would like us to focus only on newly diagnosed breast cancer
patients.

4. When is your regular breast MDT meeting held in relation to the clinic where patients are given a
diagnosis of breast cancer?
Prompts

Are patients discussed pre-op at this MDT (if NO, go to Q6)

5. How do you usually feel after an MDT meeting?
Prompts

Heavy / light workloads

Bearing upon following consultations

6. If, at a prior consultation, it was suspected that a patient had a breast cancer, is there anything you, or
anyone else in the team would do, or say to them, at that stage?
Prompts

Inklings

Bring a relative or friend

7. What way, if any, are patients themselves prepared for the news that they have breast cancer?

8. Prior to a consultation where you know that a patient will be given a diagnosis of breast cancer, do you
have any expectations about what the consultation will be like and what are they based on?
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9. How would you describe your feelings before such a consultation?
Prompts

Look for continuity / links from Q5

During a consultation with a newly diagnosed patient

10. Please talk me through what happens in a consultation where diagnosis and treatment options are being
discussed with a patient with breast cancer.
Prompts

Person who breaks the news

Others in the room

Do you have a preferred style or approach to breaking bad news to patients?
If yes, please describe it?

How do previously discussed work styles manifest in consultations?
Examples of this...

Who does most of the talking / questions and when asked

What tools used? X-rays, diagrams, photographs, written information?
Which of these do patients find the most helpful and why?

Do you spend any additional time with the patient after the consultation?

What are the specialist’s feelings about discussing these issues?

About patients’ information needs

11. In your experience, what do patients tend to know about breast cancer and its treatment options before
they come to see you?
Prompts

Harder / easier consultation process
Examples of this

Look for continuity / links from Q7
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12. What do you think are the most important pieces of information patients need or want to know about
their diagnosis and when are they raised?
Prompts
Confirmation of cancer
Stage of disease
Prognosis
Survival
Types of treatment
Physical and psychological aspects of cancer

Family risk of disease

When discussing diagnosis, what do patients understand well about what is told to
them?

...And what information is understood poorly?

13. What do you think are the most important pieces of information patients need or want to know about
treatment and when are they raised?
Prompts
Likelihood of recurrence
Likelihood of cure
Stage of disease
Prognosis
Survival
Types of treatment
How to spot a potential recurrence
Family risk of disease

Coping with cancer

When discussing treatment options, what do patients understand well about what is told
to them?

...And what information is understood poorly?
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What a patient is offered

14. Within the context of your Unit’s Guidelines and published research, please describe the factors that
would lead your team to offer a patient...
Prompts

Only Breast Conservation Surgery
Only a Mastectomy
A choice between Mastectomy & Breast Conservation Surgery

Other treatments - please state which

Interviewer Note:

Read out text in quotation marks

“The literature suggests that patients vary in the degree of involvement they want when making decisions
about what surgery to have. Some patients will want full control over the decision making process, some
prefer to share that control, and others will prefer it if their professionals take full control.”

15. Do you think patients are getting the degree of choice they want?

16. Thinking about your experiences with the patients you see [SHOW CARD 1] please look at the responses
on the card and tell me, during consultations, who generally makes the final decision about what surgical
treatment to have?

e The patient tends to make the final decision regarding the treatment they will have

e The patient tends to make the final decision about which treatment will they will have after
seriously considering my opinion

e The patient and | generally share the responsibility for making final decisions regarding which
treatment is best

e | tend to make the final decision about which treatment the patient has after seriously
considering the patient’s opinion

e | tend to make the final decision about which treatment the patient has
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Own description:

Communicating with patients who have breast cancer

At this point | would like us to talk about your experiences communicating with patients. In particular, | would
like us to focus on patients in whom, for clinical reasons, mastectomy is not the only option.

Interviewer Note:

Read out text in quotation marks

“Research has identified that patients with breast cancer tend to fall within 1 of 3 different decision
making styles. These are:

Active decision makers

Collaborative decision makers

Passive decision makers

In this final section of the interview, | would like to ask you a few questions about how you find
communicating with each of these types of patient during the consultation process that leads to a final
treatment decision. | would like to start with situations with ACTIVE decision makers. [SHOW CARD 2]
For the purposes of this study we define active decision makers as...”

“Patients who tend to make their own final treatment decisions, either with or without seriously
considering their specialist’s opinion.”

Definition adapted from:

Beaver K, Luker KA, Owens RG, Leinster SJ, Degner LF, Sloan JA. Treatment decision making in women newly diagnosed with breast cancer.
Cancer Nurs. 1996;19:8-19
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17. Firstly, 1 would like you to think about a situation you have had with a patient who was ACTIVE about
making decisions. Without revealing any confidential details, please tell me about your experience with
them up to the point when a treatment decision was made.

Prompts

What happened — the story

How did you get on with the patient and nurse?

How did the nurse get on with the patient?

Specialist’s feelings about how things went

How was the decision arrived at?

What influences were apparent?

Looking back, how satisfied were you with the experience?

...and how satisfied do you think the patient was with the experience?

At what point were you aware that you were talking to an ACTIVE decision maker?

Did this awareness change your approach to this person?

Interviewer Note:

Read out text in quotation marks

“I would now like you to think about situations with COLLABORATIVE decision makers. [SHOW CARD 3]
For the purposes of this study we define collaborative decision makers as...”

“Patients who tend to share final treatment decision responsibilities with their specialist.”

Definition adapted from:

Beaver K, Luker KA, Owens RG, Leinster SJ, Degner LF, Sloan JA. Treatment decision making in women newly diagnosed with breast cancer.
Cancer Nurs. 1996;19:8-19

18. This time | would like you to think about a situation you have had with a patient who was COLLABORATIVE
about making decisions. Again, without revealing any confidential details, please tell me about your
experience with them up to the point when a treatment decision was made.
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Prompts
What happened — the story
How did you get on with the patient and nurse?
How did the nurse get on with the patient?
Specialist’s feelings about how things went
How was the decision arrived at?
What influences were apparent?
Looking back, how satisfied were you with the experience?
...and how satisfied do you think the patient was with the experience?

At what point were you aware that you were talking to a COLLABORATIVE decision

maker?

Did this awareness change your approach to this person?
Interviewer Note:

Read out text in quotation marks as a lead in to Question 20

“I would now like you to think about situations with PASSIVE decision makers. [SHOW CARD 4] For the
purposes of this study we define passive decision makers as...”

“Patients who tend to want to leave final treatment decisions to their specialist, either with or
without their specialist seriously considering their opinion.”

Definition adapted from:

Beaver K, Luker KA, Owens RG, Leinster SJ, Degner LF, Sloan JA. Treatment decision making in women newly

diagnosed with breast cancer. Cancer Nurs. 1996,;19:8-19

19. Finally in this section, | would like you to think about a situation you have with a patient who was PASSIVE
about making decisions. Again, without revealing any confidential details, please tell me about your
experience with them up to the point when a treatment decision was made.

Prompts

What happened —the story

How did you get on with the patient and nurse?
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How did the nurse get on with the patient?

Specialist’s feelings about how things went

How was the decision arrived at?

What influences were apparent?

Looking back, how satisfied were you with the experience?

...and how satisfied do you think the patient was with the experience?

At what point were you aware that you were talking to an PASSIVE decision maker?

Did this awareness change your approach to this person?

Re-cap over last two prompts for any of the decision makers you may have missed
out.

Interviewer Note:

Read out text in quotation marks

“The literature tells us that there are a variety of influences on patients making decisions about surgical
treatment...”

20. Thinking first of all in a wider sense, who or what do you think has the greatest influence on patients’
decisions about which surgical treatment to have?

21. And thinking within the context of the breast team here, who or what do you think has the greatest
influence on patients’ decisions about which surgical treatment to have?

22. Is there anything else you would like to add to what we have been talking about today?

Prompts

If you had the money and power to change one thing about the system here, what would that be?



Checklist (Post-Interview)

The involvement of the participant

What kind of feedback they can expect to receive and when

Briefly what will happen with the rest of the study

Leave contact details with the participant and thank them for their help

Write up any notes from the interview
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APPENDIX 5.4 Clinician post interview letter

<<insert professional’s name and title>>
<<insert address>>

Dear <<insert professional’s name>>

We would like to take this opportunity to thank you for participating in the study ‘Patient and
professional factors influencing choice of surgery in the management of breast cancer:
A qualitative and quantitative study’. As David mentioned during the debrief session
after your interview, your involvement as a participant in the study is now over.

Healthcare Professional Survey

We have been pleased with response rate to this part of the study. All those approached
from the unit have kindly completed and returned their surveys. The data has been
entered and awaits analysis.

Interviews

All interviews within the unit have now been conducted. It was evident that all staff
taking part had taken the time to read through the schedule as advised and prepare
themselves thoroughly. The recordings of these interviews are currently being
transcribed. With the completion of transcription, we look forward to starting data
analysis.

Feedback

As described in the Healthcare Professional Information Sheet you received, feedback
of results will be offered to the unit and the individual (upon request). We will let you
know more about this with time.

We have been delighted with the professional approach, attitude, courtesy and help shown to
us by all staff in the unit. We look forward to working with you all during the patient recruitment
phase over the next few months. If you experience any problems associated with the project
don’t hesitate to contact us.

Once again thank you for your participation.

Yours sincerely
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APPENDIX 5.5 Clinician finalising patient recruitment information

FINALIZING LETTER RE IN DEPTH STUDY 3 UNITS PATIENT RECRUITMENT PHASE
Dear,

Re ‘Patient and professional factors influencing choice of surgery in the management
of breast cancer: A qualitative and quantitative study’

As you are aware we have now received all the necessary permissions to commence the study, and are
ready to commence recruitment of patients to it. | wanted to write to you at this stage to confirm a few
practical details and invite you to ask any questions.

To confirm:

e Inclusion criteria are: All women newly diagnosed with breast cancer who were/are eligible for
a choice of surgical treatments (breast conservation surgery or mastectomy).

e The only exclusion criteria are: Women who were only eligible for mastectomy, and those with
current diagnosed acute psychiatric ilness, liable in the opinion of the patient’s doctor to
affect their ability to give fully informed consent.

e Information packs regarding the study should ideally be given to all eligible patients, as
identified at the MDT, and recorded in the MDT notes by the data co-ordinator or clerk. We
would like to be sent a list of those eligible for inclusion in the study and who has received a
pack etc. This way we will be able to keep track of recruitment.

Please see the attached fax form which could be used for this purpose. The form could either
be faxed to us or emailed, depending on your preference.

e The first phase of patient recruitment is to the discussion groups. We need to recruit 8
patients in total, ideally 4 who chose mastectomy and 4 who chose conservation surgery.

e  When the required number of women have been recruited to this phase, we will provide you
with the information packs for recruitment to the questionnaire/interview phase.

e The process of recruitment will be the same for both phases; only the patient information
leaflets in the information packs will be different.

e We anticipate that there will be more expressions of interest in the study in those receiving
information about the discussion groups, than we are able to include in the groups themselves.
We anticipate this occurring due to the proportions of those undergoing the different surgical
options at any point in time. These ‘excess’ individuals will be invited by us to participate in an
interview instead of the discussion group, that way they can still be included in the study.

e If it becomes evident over the course of an interview that a patient has become distressed,
David (with the patient’s permission) will contact the appropriate unit team member to inform
them of the event.

e Following an interview David will contact the participating patient to thank them for their
involvement and ask whether they have any questions or comments. Would you like him to
inform you as to who was interviewed and when?

If you have questions please either ring or email, and if you would like to meet up to discuss any of this
in person, please me know and we will arrange to come and see you.

While | am on leave David Wilde will be conducting the majority of the patient elements of the field
work, and we have clerical assistance to run the office. David will be available to liaise with you in the
event of any queries and problems, so please do not hesitate to contact him (Mobile 07810 656 075,
office 0114 271 1707). As David will be spending a proportion of his time out of the office interviewing
he may not always be immediately available. If you have any urgent inquires Dr Karen Collins, a senior
Research Associate in the Academic Palliative Medicine Unit who is well versed in the project will be
acting as David’'s immediate supervisor and will be available to speak to you (Office o114 271 ....).
Malcolm Reed will also be available through his secretary Ann Duffes.

We are looking forward to working with you on the rest of the project.
As always, all the best.

Yours sincerely
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Patient and professional factors influencing choice of surgery in the management
of breast cancer: A qualitative and quantitative study

Eligibility for approach for the study

e Patients eligible for inclusion are all women newly diagnosed with breast cancer that
were eligible for a choice of surgical treatments (breast conservation surgery or
mastectomy).

e Exclusion criteria are:

o Women who were only eligible for mastectomy.

o or women with current diagnosed acute psychiatric illness, liable in the
opinion of the patient’s doctor to affect their ability to give fully informed
consent.

Recruitment procedure
e Eligible patients to be identified by the patient’s senior doctor at diagnosis and
confirmation of local disease extent.

e These patients’ details are transferred to the fax form provided, to identify those to
receive an information pack about the study.

e All eligible women are therefore given with a unique identifier number (from the fax
form) which should correspond to the number on the information pack they are given.
This will help in the event of illegible patient writing on study reply forms they return
to us.

e Please email or fax the form to David Wilde weekly to enable us to keep track of
recruitment rates.

e Study information packs should ideally be given to all eligible patients identified by
the team, on the ward post operatively. (There is space on their pack letter to write
their name and the date on.)

e The first phase of patient recruitment is to discussion groups. When the required
number of women has been recruited to the discussion group phase, we will provide
you with the information packs for recruitment to the questionnaire/interview phase.

e If this process works for the first phase we will use it for the second.

e Please contact us early if you are experiencing problems with recruitment or any
other aspect of the study, and we will try and resolve them with your help.

Thanks. Lisa and Dave

Patient and professional factors influencing choice of surgery in the

civ



Appendix 6

Patient Information needs and decision making

Questionnaire

(3 Breast units)
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APPENDIX 6.1 Patient approach letter

Treating breast unit letter head

/ /2005

Dear

As a woman who has recently undergone surgery for breast cancer, we are writing to you and
other women in a similar situation from across the Trent region, to see if you would be
interested in taking part in a new research study. The study is being funded by Cancer
Research UK and being carried out by the University of Sheffield.

The study is called “Surgical management preferences and choices in breast cancer”. You can
find out more by reading the information sheet that comes with this letter.

Reports published by the NHS show that in the treatment of breast cancer there are
differences in the numbers of women having mastectomy and those having surgery that does
not involve the removal of the whole breast. We would like to understand more about how
women make their decision about what operation to have for breast cancer and how they feel
about it. The study will investigate these reasons from both the woman’s and professionals’
point of view.

Please read the information sheet and think about whether you wish to take part. Taking part
or not is entirely up to you. Whatever you decide, you will still continue to receive the same
care from your breast team.

If you decide you would like to take part, tick the “Yes” box on the Reply Form provided. Fill in
the rest of the form (as described in the information sheet) and post the form in the FREEPOST
envelope provided. You don’t need a stamp. When your form has been received, you will be
contacted by the research team.

If you decide not to take part, tick the “No” box on the reply form. Then post the form in the
FREEPOST envelope and you will not contacted about this study again.

If you would like to find out more about the study, the project secretary Mrs. Margaret Jane
will be able to answer most inquiries, or put you through to Miss Lisa Caldon, the Lead
Investigator. Margaret is based at the Trent Palliative Care Centre on 0114 262 0174.
Alternatively you can email Lisa at |.caldon@sheffield.ac.uk.

Thank you for your help.

Yours sincerely
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APPENDIX 6.2 Patient information leaflet

Surgical Management Preferences and Choices in Breast Cancer

Please read this carefully

You are invited to take part in a research study. Before you decide whether or
not you wish to take part it is important for you to understand why the study is
being done and what it will involve if you agree to take part. Please read the
following information carefully. Discuss it with your friends and relatives if you
wish. Please ask us if there is anything you don't understand or if you would
like more information. You will be given as much time as you need to make a

decision.

Please turn over
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Why is this study being conducted?

The study has arisen from questions generated by reports published by the
NHS, showing that in the treatment of breast cancer there are differences in the
numbers of women having mastectomy and those having surgery that does not
involve the removal of the whole breast. This finding occurs throughout the UK
and internationally. Earlier research suggests that there are no significant
differences between the two treatments in terms of the length of time that
people live after surgery. The differences in treatment are not related to the
size of the tumour, the place in which it develops or to the spread of the disease
in the body.

The aim of this research study is to understand how patients make decisions
about the treatment of breast cancer and why differences exist in the types of
surgery women with breast cancer have. There are many potential reasons for
this. Our study as a whole will investigate these reasons from both the patients’

and professionals’ point of view.

Why have | been approached?

This study is composed of several parts. This information leaflet tells you about
two of them; a questionnaire and interview. We aim to recruit women from 3
breast units across the Trent region who have undergone surgery as part of
their treatment for their illness. The purpose of the project is to help us
understand more about how women arrive at their decision about what type of
surgical treatment to have for breast cancer, and how they subsequently feel

about the decision they have made.

We are asking all patients in this part of the study to complete a short,
confidential questionnaire. Later on, if you indicated on the Study Reply Form
that you would be happy to take part in the interview phase of the study as well,
we will contact you and ask if you would be willing to be interviewed by a

researcher.
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Who is organising the study?

This study is being funded by Cancer Research UK and sponsored by the
University of Sheffield. The principle investigator of the project team is
Professor Malcolm Reed from the Academic Surgical Oncology Unit of the
University of Sheffield. Professor Sam H. Ahmedzai from the Academic
Palliative Medicine Unit will also be supervising the study. Working on the
project will be Miss Lisa Caldon, lead investigator, and Mr. David Wilde,

Research Associate.

The funders of the study will pay the researchers Lisa Caldon and David Wilde
an annual salary to undertake the project. They will not receive any additional
payments. No one else will be paid as a result of your participation in this

study.

What will happen to me if | decide to take part?

Whether you decide to take part or not, please complete the Study Reply Form
and return it in the FREEPOST envelope provided. You do not need a stamp.
If you decide not to take part, please tick the box beside “No, | do not wish to
take part in this study” and return the form to us. You do not need to fill in any

other details on the form.

If you do wish to take part in the study, please tick the box beside “Yes, | would
like to take part in this study” and indicate in the section below, which parts of
the study you would like to be involved in. You will then need to fill in the
contact details section and return the form to us in the FREEPOST envelope.

You do not need a stamp.
If, on the form you agree to take part in the questionnaire, we will post you:

A covering letter

A Consent Form

A short questionnaire

A FREEPOST envelope to return both the Consent Form and
guestionnaire.

We would ask you to complete the Consent Form and fill in the questionnaire
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and return them to us. An envelope will be provided; you do not need a stamp.

It is important that the Consent Form is filled in, signed and returned
along with the questionnaire; otherwise we cannot use the information
you provide.

We will also be asking a certain number of patients who complete the
questionnaire if they are willing to be interviewed.

The interviews may be audiotape recorded with your consent. Any information
you provide during the discussion will only be available to the research staff
working on this study. Tapes will not be stored with any record of your identity.
Tapes will be stored in a locked room at the Royal Hallamshire Hospital,
Sheffield, which is only accessible to the research staff. The tapes, electronic
transcript data and paper records of discussions will be kept until the end of the
study and then destroyed. Tapes will be transcribed by a member of the
research team. Access to any data stored on computer will be restricted to
researchers working on this study and will be password protected. The same
research team that collected the data will perform the analysis of the
information.

Do | have to take part?

No. Your taking part in this study is entirely voluntary. If you would prefer not to
take part, you do not have to give a reason. If you decide to take part, but later
feel you do not want to continue, you are free to withdraw from the study at any
time, and do not need to give a reason. Your consultant will not be upset and
your treatment will not be affected. Your treatment and follow up will not be
affected by your decision to take part in the study or not.

What are the possible risks of taking part?

There are no specific risks associated with taking part in this study. If you
decide to take part in the study we ask you to complete and sign the consent
form, indicating whether you want to just be involved in the questionnaire part or
whether you would also consider taking part in the interview stage as well. The
questionnaire part of the project, will be posted to you and should take no more
than 10 minutes to complete.

If you take part in an interview, it will take about an hour to complete. For your
convenience, the interview would usually take place in your home, but could be
conducted elsewhere depending on your preference. If during the course of the
interview, it is observed that you require further support we would refer you to
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your breast care nurse.

What are the possible benefits of taking part?

The information we get from this study will provide us with a better
understanding of the consultation and decision making process in breast
cancer. At the end of the study a report will be written which will feed the
results back into the breast service in Trent, and to you if you request it. No
names will be mentioned in any reports of the study and care will be taken to
ensure that you cannot be identified.

How will this information be used?

Anything you say will be treated in the strictest confidence. Any information
gathered during this study will be made available only to researchers working
on the study.

What if | am harmed?

As there are no specific risks associated with this study it is highly unlikely that
you would be harmed. If you have any complaints or concerns please inform
either the principal investigator of the project, Professor Malcolm Reed, your
breast care nurse or a senior member of your breast team. If you are still not
satisfied after discussing the matter you should ask to see a member of the
Hospital Management or write to the Mrs Julie Acred (OBE), Chief Executive,
Southern Derbyshire Acute Hospitals NHS Trust, Derby City General Hospital,
Uttoxeter Road, Derby, DE22 3NE. A list of potential useful contacts appears
on page 10.

If you are harmed by taking part in this research project, there are no special
compensation arrangements. If you are harmed due to someone’s negligence,
then you may have grounds for a legal action but you may have to pay for it.
Regardless of this, if you wish to complain, or have any concerns about any
aspect of the way you have been approached or treated during the course of
this study, the normal National Health Service complaints mechanism is
available to you in respect of your health care treatment. Your access to this is
not compromised in any way if you take part in a research study.

Will anyone else be told about my participation in this study?
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What you tell the researchers will remain confidential between you and them. If
you decide to take part in the study, it is advisable that your General Practitioner
is made aware of this. We will only do this with your permission. If you are
happy for us to inform your General Practitioner of your involvement in the study
please initial the box on your consent form, “I agree to my General Practitioner
to knowing | am taking part in this study”.

In order to obtain a full picture of the consultation and decision making process,
your surgeon and breast care nurse will also be interviewed. They will not be
made aware of what you have said to the researchers.

Who can | contact for more information?

The project secretary, Mrs. Margaret Jane will be able to answer most inquiries,
or put you through to Miss Lisa Caldon, the Lead Investigator or Mr. David
Wilde, the Research Associate. Margaret is based at the Trent Palliative Care
Centre on 0114 262 0174 (extension 26). Alternatively you can email us at
l.caldon@sheffield.ac.uk or d.wilde@sheffield.ac.uk.

What do | need to do now?

Whether or not you wish to take part in this study, please return the reply form
you have been given. There is a FREEPOST envelope included so you don’t
need a stamp.

If you indicate that you are not interested in the study, we will not contact you
further.

If you indicate that you are interested in the study, we will send you a Consent
Form, the questionnaire and a FREEPOST envelope. Please sign the consent
form if you decide if you would like to take part in the study and return it
to us. We also ask that you keep this Information Sheet for future reference.

Feel free to call us with any queries you may have and/or talk the study over
with anyone else.

What if | have other concerns?

If after reading this information sheet you decide not to take part in the study,
but feel you need to discuss any of the issues we have raised, or you have
other questions about this study, please contact either Miss Lisa Caldon, the
Lead Investigator or Mr David Wilde, the Research Associate, through Mrs.
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Margaret Jane on 0114 262 0174 (extension 26), or write to them at the
Academic Surgical Oncology Unit, K Floor, Royal Hallamshire Hospital,
Sheffield S10 2JF.

If you have any complaints about the way the investigators have carried out the
study, you may write to: Mrs Julie Acred (OBE), Chief Executive, Southern
Derbyshire Acute Hospitals NHS Trust, Derby City General Hospital, Uttoxeter
Road, Derby, DE22 3NE. A list of potentially useful contacts appears on page
10.
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Useful contacts

If you want to know more about the project

Lead investigator Miss Lisa Caldon 0114 262
0174
(extension
26)
Research Associate Mr. David Wilde 0114 262
0174
(extension
26)
If you have a complaint about the project
Local Complaints Department All local complaints are 0800 783
directed to the Patient 7691
Advocacy Liaison Service
(PALS) or
01332 340
131
ext. 5156
or ext. 6960
Derby Independent Complaints Various advocates 0845 650
Advocacy Service covering different areas 0088

Your own breast care nurse

Please keep this information leaflet for future reference
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APPENDIX 6.3 Patient study reply form
Surgical Management Preferences and Choices in

Breast Cancer

STUDY REPLY FORM
Questionnaire and/or interview

Please tick the appropriate box

D NO, | do not wish to take part in this study

D YES, | would like to take part in this study

If YES, please indicate the level to which you are willing to be
involved in the study. You may tick more than one box.

D YES, to the short questionnaire part of this study

D YES, if approached, to the interview part of this study

If YES, please provide us with your contact details (IN BLOCK
CAPITAL LETTERS PLEASE)

Name

Contact address

Telephone No

Email address

Date

Please return this completed slip to us in the enclosed
FREEPOST envelope. You don’t need a stamp.

Thank you
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APPENDIX 6.4 Patient Information Needs and Decision Making Preferences Questionnaire

E }
Unit/Patient Identifier or office
use only

Information Needs and Decision
Making Preferences Questionnaire

Thank you for taking part in this study.

Please complete this questionnaire in your own time. The questions are
easy to complete and only require you to tick a box. So to complete all the
questions here will probably take you about 10 minutes. All the questions
are important so we do need you to complete all of them.

All information that you will provide will remain strictly
confidential.

If you have any queries about this questionnaire or the study, please contact
Lisa Caldon on 0114 271 2225 or David Wilde on 0114 271 1707
Academic Surgical Oncology Unit, Division of Clinical Sciences (CSUHT),

Section of Surgical and Anaesthetic Sciences, K Floor, Royal Hallamshire



Unit/Patient ID number:

CONSENT FORM (questionnaire) - version 4: 09/04/03

Surgical Management Preferences and Choices in Breast Cancer:
A gualitative and quantitative study

If you wish to take part in the study, please read the statements below, and initial the boxes to
the right if you agree with the statement.

Please initial box

5. | confirm that | have read and understand the information sheet dated 23rd January
2003 (Version 3) for the above study.

| understand that my participation is voluntary and that | am free to withdraw at any
time, without giving any reason

6. | understand that it will be necessary for research staff attached to the study to
access my medical records. | give permission for these individuals to have access
to this data.

7. | understand that sections of the research materials may be looked at by
responsible individuals from regulatory authorities where it is relevant to my taking
part in research. | give permission for these individuals to have access to this data.

8. | agree to my General Practitioner to knowing | am taking part in this study.

5. | would like to know the results of the questionnaires once all the data has been
analysed.

6. | agree to take part in the above study.

Name of respondent Date Signature
(Print in BLOCK CAPITALS)

For office use only
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BEFORE YOU CONTINUE WITH THIS QUESTIONNAIRE, HAVE

YOU...

4. READ AND UNDERSTOOD THE SURGICAL
MANAGEMENT PREFERENCES AND CHOICES IN
BREAST CANCER, PATIENT INFORMATION LEAFLET,
QUESTIONNAIRE AND INTERVIEWS

5. COMPLETED THE CONSENT FORM ON PAGE 2?

6. SIGNED AND DATED THE CONSENT FORM?
IT IS VERY IMPORTANT YOU COMPLETE POINTS 1 & 2 ABOVE,

OTHERWISE WE CANNOT USE THE INFORMATION YOU PROVIDE
IN YOUR QUESTIONNAIRE.

IF YOU HAVE COMPLETED THE CONSENT FORM, PLEASE GO
ONTO THE QUESTIONNAIRE ON THE NEXT PAGE.

Please note that in the interests of confidentiality, once
we have received your questionnaire, the consent form
will be detached and stored separately from your
guestionnaire
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Your Information Needs

In this questionnaire, we would like to find out what information you would want to know when
making decisions about your illness and the treatment you receive for it.

A number of statements are given below that describe the information someone may want to
know about their illness and surgical options. Please tick the box to the right of each
statement that best describes how you feel at this time.

| absolutely [would like | do not
Information about... need this  to have this  want this

information information information
What all the possible side effects are. I:ll I:lz I:ls
What the surgery will accomplish. I:ll I:lz D3
Whether or not it is cancer. D1 Dz Ds
What the likelihood of cure is. I:ll Dz I:ls
Which parts of the body will be involved? [, 1. [,
Exactly how the surgery will affect my body. Dl Dz Dg
What the daily (or weekly) progress is. I:ll I:l 2 Ds
What the specific medical name of the illness is. I:ll |:|2 |:|3
Whether it is inherited. Dl Dz |:|3
How effective the surgery has been for other patients I:ll I:lz |:|3
Ef);g(r:?islee.s of cases where the surgery has been I:ll I:l2 I:l3
E;f(g(r:r:islee-s of cases where the surgery has not been Dl D2 D3

Please turn over
CXX



Your Decision Making Choices

After they have all the information they need about their illness and possible surgical options,
some patients prefer to leave these decisions up to their doctor. Some prefer to share these
decisions, whilst others prefer to make their own decisions about what surgery they receive.

Please tick the box next to the statement that best describes the situation that you believe would
be IDEAL.

| prefer to make the final selection about which treatment | will have. Dl

| prefer to make the final selection of my treatment after seriously considering my doctor’s I:I
opinion. 2

| prefer that my doctor and | share responsibility for deciding which treatment is best for I:I
me. 3

| prefer that my doctor makes the final decision about which treatment will be used, but I:I
seriously considers my opinion. 4

| prefer to leave all decisions regarding my treatment to my doctor. D5

Please tick the box next to the statement that best describes the situation that ACTUALLY
HAPPENED during your consultation(s).

| made the final selection about which treatment | had. I:l1

I made the final selection of my treatment after | had seriously considered my doctor’s I:l
opinion. 2

My doctor and | shared the responsibility for deciding which treatment was best for me. I:l3

My doctor made the final decision about which treatment was used, but seriously I:l
considered my opinion. 4

My doctor made all the decisions regarding my treatment. D5
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Please turn over
Which doctor did you see during your consultation regarding your surgical options?

Consultant |:|1 Specialist Registrar |:|4
Associate Specialist |:|2 Basic Surgical Trainee |:|5
Staff Grade D 3 Other (please state) De

If you can remember, please write in the name of the doctor you saw

Please write in BLOCK CAPITALS

What operation did you have for your breast cancer?

Wide Local Excision / Breast
None I:Il Conservation Surgery I:l

Mastectomy Dz Other (please state) D5

Mastectomy + Breast Reconstruction |:|3

Feedback of results

If you would like to know the results of this study, please tick the box below.

Please let me know the results of this study when it has finished I:I

Please note: This study is scheduled to run for 18 months, therefore it may be a while before
the data is analysed and the results are available.

That is the end of the questionnaire
Thank you for your cooperation
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Appendix 7

Patient correspondence and Interviews

(3 Breast units)
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APPENDIX 7.1 Patient Pre Interview Letter

Interview: ....... aft ... am

Dear

Further to our conversation on the telephone, please find enclosed a copy of the
interview schedule for the above date.

Please do not fill this in, this is just for you to have a look at before I visit you so
you have an idea of what we will be talking about during the interview.

If you have any queries in the meantime, please don't hesitate to telephone on
0114 271 2225.

Thank you again for your interest in this study and I look forward to meeting you.

Yours sincerely

David Wilde

Research Associate
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APPENDIX 7.2 Patient Interview Schedule Patient Version - No Prompts

Patient Satisfaction with Surgical
Decision Making Interview

Thank you for taking part in this study.

The aim of this study is to find out the views of patients about the choices they
had, and the decisions they made, in relation to their options for surgery for
their illness. If at any time, you do not understand any of the questions, or you
wish to stop the interview, please feel free to say so.

All information that you will provide will remain strictly
confidential.
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Checklist (Pre-Interview)

Has the participant read through the Interview Schedule?

Does the participant have any questions at this stage? (if YES, write down what they are)

Talk the participant through the project and what will happen during the interview

Take the participant through the Consent Form and have them sign it

1. Can you tell me a bit about what you knew or understood about breast cancer before you
realised something was wrong with your breast?

2. Please tell me about the time from when you first realised there was something wrong with your
breast to the time you went to hear about your results.

3. And what happened when you went to the clinic and were told you had breast cancer?

4. What were you told about your diagnosis?

5. How much did you understand about what you were told about the cancer?

6. Did you spend any time alone with the BCN after seeing the doctor?
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10.

11.

12.

13.

14.

15.

16.

And what happened while you were talking about what operation you could have?

Can you tell me more about the times you were talking with the DOCTOR?

Can you tell me more about the times you were talking with the NURSE?

Did the breast team give you any cancer / treatment / support information?

So, please tell me what operation(s) you had for your breast cancer?

Looking back, from when you were first diagnosed until now, what do you feel about the care you
have received?

Now that you have been through this experience, what do you think are the most important
things someone with breast cancer needs to know...

...About diagnosis?
...About the operation(s) they can have?

Is there anything else you would like to add to what we have been talking about today?
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APPENDIX 7.3 Patient Interview Schedule Interviewer Version - With Prompts

Patient Identifier

/

Recorder Interview ID Code

Patient Satisfaction with Surgical
Decision Making Interview

Thank you for taking part in this study.

The aim of this study is to find out the views of patients about the choices they
had, and the decisions they made, in relation to their options for surgery for
their iliness. If at any time, you do not understand any of the questions, or you
wish to stop the interview, please feel free to say so.

All information that you will provide will remain strictly
confidential.
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Checklist (Pre-Interview)

Has the participant read the Information Sheet?

Has the participant read through the Interview Schedule?

Does the participant have any questions at this stage? (if YES, write down what they are)

Talk the participant through the project and what will happen during the interview

Take the participant through the Consent Form and have them sign it

Interviewer: Venue: Date: / /2003

1. Can you tell me a bit about what you knew or understood about breast cancer before you
realised something was wrong with your breast?

Prompts:
Patient’s own medical history

Patient’s family’s history of breast cancer

Previous knowledge of breast cancer diagnosis and treatment — Family / friends /
media / GP

What was going through your mind?

2. Please tell me about the time from when you first realised there was something wrong with your
breast to the time you went to hear about your results.

Prompts:

Timeline from start to clinic

What was going through your mind?
CXXX



Feelings / fears / anxieties

Did you talk about your initial thoughts to anyone — partner / family / friends?
Did any of the doctors / nurses give a clue or hint about what the diagnosis might be?

If YES, who was that?

Talking to a male doctor / change of doctor?

Had you thought that it might be breast cancer?

Any thoughts about what you might do about it?

3. And what happened when you went to the clinic and were told you had breast cancer?

Prompts:
Anyone else went with you?

Feelings immediately before clinic

Expectations about what you might be told / happen next?

4. What were you told about your diagnosis?

Prompts:
How was the news broken to you — who told — any aids or tools

Hearing about the results / diagnosis

Was the patient in normal clothes or a gown?

Was there anything about the doctors / nurse in the clinic?
Was there anyone else in the room at time?

During this time, how did you get on with the doctor / nurse?
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What were your feelings knowing you had breast cancer?

5. How much did you understand about what you were told about the cancer?

Prompts:
What did you understand about what was said to you?

Was there anything you found difficult to understand or take in?

If you didn’t understand some things, do you think the doctors and nurses picked up
on that?

If YES, did they help you to understand? Who did?

Did you have any thoughts about what treatment you might want at that stage?
Did you get the impression that there might be one treatment better than another?

6. Did you spend any time alone with the BCN after seeing the doctor?

Prompts:
What did you talk about?
Did you have any further contact with the BCN? When? Where? Any other times?

7. And what happened while you were talking about what operation you could have?

Prompts:
Who talked to you about what operation(s) you could have?

What aids / tools were used?

What did you know about breast cancer operations before this?

Throughout the consultation, who asked most of the questions?

Who did most of the talking?
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8.

10.

Can you tell me more about the times you were talking with the DOCTOR...

Prompts:
When talking about what operation you would have, do you feel the doctor listened to you?

Do you feel the doctor understood your needs?
Do you feel the doctor understood your concerns?

Did the doctor seem to have a particular treatment in mind?

Can you tell me more about the times you were talking with the NURSE...

Prompts:
When talking about what operation you would have, do you feel the nurse listened to you?

Do you feel the nurse understood your needs?
Do you feel the nurse understood your concerns?

Did the nurse seem to have a particular treatment in mind?

Did the breast team give you any cancer / treatment / support information?

Prompts:

Who gave it you and when? Did they go through it with you?

Could you take this information home with you to look at? How useful was it?

Only ask these if it has been established that the patient understood that they had a choice of
treatment options.

e Were you told when your options might be?

e Were you told you could change your mind?

e Did you ask if it would be possible to change your mind after opting for one or
another treatment option?

e How long did it take you to make up your mind about what surgery you might
have?




11. So, please tell me what operation(s) you had for your breast cancer?

Prompts:
Influence of doctor / nurse / family member / friend on the decision made

Was there someone to speak to from the team in between talking about your treatment and
having your operation?

Were you given or did you look for, find or were given any other information about breast
cancer and its treatment?

GP

Relatives

Friends / Neighbours
Support groups
Books

Magazines

Video(s)

Internet

Telephone help line

Only ask these if it has been established that the patient understood that they had a choice of
treatment options.

e How was that decision made?

Time to make a decision?

Do you feel you had the amount of choice you wanted?

What was the most important thing you were told that helped you make your

ASK BEFORE CONTINUING INTERVIEW ABOUT ANY FURTHER OPERATIONS / TREATMENTS
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12. Looking back, from when you were first diagnosed until now, what do you feel about the care you
have received?
Prompts
Has it met your expectations?
In what way did it not meet your expectations?

If you were told you could change something about the service, what would it be?

13. Now that you have been through this experience, what do you think are the most important
things someone with breast cancer needs to know...

Prompts
...About their diagnosis?

...About the operation(s) they could have?

14. Is there anything else you would like to add to what we have been talking about today?

Checklist (Post-Interview)

The involvement of the participant

What kind of feedback they can expect to receive and when

Briefly what will happen with the rest of the study

Leave contact details with the participant and thank them for their help

Write up any notes from the interview
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APPENDIX 7.4 Patient interview consent form

CONSENT FORM (patient interview)

Surgical Management Preferences and Choices in Breast Cancer:
A qualitative and quantitative study.

If you wish to take part in the study, please read the statements below, and initial the
boxes to the right.

Please initial box

1. 1 confirm that | have read and understand the information sheet dated 23™
January 2003 (Version 3) for the above study.

2.l understand that my participation is voluntary and that | am free to withdraw at
any time, without giving any reason

3.l understand that it will be necessary for research staff attached to the study to
access my medical records. | give permission for these individuals to have

access to this data.

4. | understand that sections of the research materials may be looked at by

responsible individuals from regulatory authorities where it is relevant to my
taking part in research. | give permission for these individuals to have access
to this data.

5. | agree to the discussion session being audio recorded.

6. | would like to know the results of the interviews once all the data has been

analysed

7. 1agree to my General Practitioner to knowing | am taking part in this study.

8. | agree to take part in the above study.

Name of respondent Pate —Sighattre————

Researcher —— Date Signature
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Appendix 8

Framework Example Patients
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r/ (/ o~
Looce + irades el
*SURGICAL MANAGEMENT PREFERENCES STUDY: Interview (Patient) e
_VENUE I -
*DATE: 11/06/2004 hovieeo 2 4

*1ID: Patient |

*INTERVIEWER: DIW

INT: Right, OK. Start, thanks for being interviewed. I want to start with question one. If you could
tell me a little bit about what you knew or understood about breast cancer before you realised there
was something wrong with your breast?

RESP: Well, as T said, the erm, thing T understood that if I did find something wrong, they did the
initial biopsy and then if needs be, a full mastectomy. I haven't, T mean I do know people that's had

lat shad /5 )
breast cancer. My daughter-in-law's had it and she's fine. Erm, but not knowing an awful lot J o
about it, = T - R b

INT: Right.
RESP: And of course I didn't realise there was anything wrong anyway.
INT: Right, were you picked up on screening?
. o
RESP: Tt was picked up on the mammogram, yech. ’\D

INT: Right, OK.

RESP: There was no lump, I'd got no lump or anything and it was, T thought actually I'd finished going
for screening at sixty-five. T T

INT: Right, yeah.

RESP: Not realising it they've now taken it to seventy.

INT: That's right, yeah.

RESP: So, of course I went and had it done and T thought, "Oh that's fine, now, I may get another one
before I'm seventy, I might not." Erm, and then of course ten days later they sent for me to go to the
City because I'd bee to the mobile one at the GRI.

INT: Oh right, yeah.

RESP: The screening.

INT: Uh-huh.

RESP: And they sent for me back and as T say, I went into see Dr Turnball and she showed me the
plates, the left side, the old plates and the new plates and then the same with the right side and on
the middle plate there was, you could see this sort of white, just a white mass and she said, "That is

what we're’l?_@g_giL,. i

>

E

INT: Right, hmm.
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RESP: She fhen did a scan and erm, picked T up on the scan so she knew where she was going in to take =<7y

Ve

— A

the cells from. As T say, she took the cells of f and then they went to be analysed.

—

INT: Right, OK. Dr Turnball, is she the radielogisi?
RESP: She's g, a consultant radiologist, yeah.

INT: That's right, yeah. So is there, has anybody in your own family, immediate family had breast

R _—
cancer?

RESP: No.

INT: No, OK. And you said, have you had any friends or..?

RESP: As I say, my daughter-in-law's mum, she had breest cancer and my daughter-in-law's had two
lumps removed but they were benign. And my sister did, my eldest sister years ago, years and years
now, I think she had two lumps removed but they were benign

INT: Right, OK.

RESP: So there's nobody really in the family.

INT: Your daughter-in-law's erm, mum had if, you said?

RESP: Yeah.

INT: Yeah, and what did she have, did she have a mastectomy or..?

RESP: No, T think she had the m;i. —"*H7H//

-

INT: Right, OK. /

-

RESP: As well. And then, radiotherapy. -

INT: Afterwards, yeah,

RESP: Afterwards.

“QL PLEASE TELL ME ABOUT THE TIME FROM WHEN YOU FIRST REALISED THERE WAS
SOMETHING WRONG WITH YOUR BREAST TO THE TIME YOU WENT TO HEAR ABOUT YOUR
RESULTS?

INT: And erm, so when, when yeu got the letter back from the, the erm, the mammography, the
mobile unit fo go and, fo go to the hospital, what went through your mind then?

RESP: I thought, you know. I don't really think I thought there was anything wrong, but I know when I
was having it done the girl had a bit of a job one side to just get it right and T suppose in my own mind
I thought. "Well, probably the plates hadn't taken properly." Because normally if you go to the City

’Q:‘ N
breast screening you, you wait until you know That The plates are OK, well of course in the mobile one. ~.~=

(B8]
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INT: You don't,
RESP: They, you don't know.
INT: No, course.

RESP: 50, T sort of thought, "Well," you know, "If's erm, it's probably nothing, it's probably just that
something's not taken right or something."

INT: Right.
RESP: That was what T was thinking in my own mind.
INT: Hnm

RESP: And ten when I went to see Dr Turnball, T think T thought, "Well, there's no lump." You know,
and she said more or less straight away, "Well, it's not a cyst." And T Just thought, "It's probably

tissue or something " WV* P N —
LA H .

INT: Right.
RESP: Ever the optimisticl T think, well you do, T think you've got to, you know, "It can't be anything "
INT: Hmm-hm,

RESP: So, when I went back...

INT:Is this, is this, did she say this before she'd done the tests and things? A

RESP: She did say when she'd done the erm, scan, she did say, "Tt's not a cyst." ) T

——

INT: The scan, right. PP A
RESP: But she didn't sort of say anyt:nore. Erm, she just said, "I can't," well she was going to, she said,
"I'm going fo give you a local anaesthetic and no the needle biopsy." But then she said, " Are you on any
medication." And T said, "Yes, I'm on Warfarin" [?] "Ah, that squashes that idea, T can't do that
because you'll bleed too much.” (s

INT: Right, OK. /‘_5\ i\‘ B
.//'
RESP: Erm, but she said, "I can take some cells off." Sc she then looked again on the scan to know just

where she was going in. Erm, and she drew the cells off. A mean that was, that was really, didn't really
hurt, ne more than having a blood test. Erm, and she Just, you know, said, "Right, they'll give you an

appointment for when you come back to see the consultant to get your results.” Which was only a week

afterwards.
——

INT: Yeah, hmm-hm.

RESP: So err.

8]
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INT: S0, erm, and this point had you spoke to anyone about what your thoughts might be or.?
RESP: Mo, T don't think T did
INT: No.

RESP: You know, I just thought, "Ooh well," you know, "Hope against hope everything's going fo be
alrlgh‘r !

INT: And so when you came home from that, that consultation with Dr Turnball, had you started to
think anything else, that might be something a bit more serious or.?

RESP: Well I suppose it's crossed the back of your mind, erm, I think, because Norman went with me | .
to that one, but he didn't go in with me of course, he just waited. Erm, and we just said, well, you [
know, we'd just got fo wait and see, it's only a week, it's not going to be that long.

INT: Yeah.

RESP: you knaw, it, just hope for the best and you know, we discussed it, naturally it's on your mind,
you're thinking about it, sort of at the back of your mind, you try to do everything that will take it
away.

INT: Yeah.

*Q2. AND WHAT HAPPENED WHEN YOU WENT TO THE CLINIC AND WERE TOLD YOU HAD
BREAST CANCER?

RESP: So T didn't, because T know on the morning we went, went back to see, for the results, my
daughter said to me, she went with me then and she conned her dad into doing some wallpapering for
us so as she could come with me. And erm, she says, "Oh, well knowing you it'll be a cyst, Mum, or
something." Because some years ago I had problems with abscesses in my groin but, touch wood, they
all cleared up.

INT: Yeah.
RESP: Erm, T said, "Well it might just be tissue, Karen." I mean, this was a discussion that was going as

we walked up the breast care unit. And then sat, we went in and we just sat and then they came and
called me and she said, "Shall I come in with you?" I said, "No, I'll be alright." And the nurse said o | {7T 3

her, "Yes, you can do if you'd like to." And I said well, "It's my daughter." She said, "Ooh, that's fine."
50 of course she came in with me and she sat and she listened because...

INT: Is this when you saw Mr Sibering?
RESP: No, I saw Dr Wheheadner,
INT: Dr Wheheadner sorry.

RESP: Then, because he was on holiday. T didn't actually see Mr Sibering until T was in hospital. (/:;
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INT: Oh, I see, til the day of the operation.

RESP: Til I'd gone in. .
-

INT: OK. 50 when you saw Miss Wheheadner whuf@ed then? When you went in to see her?

RESP: She said, erm, "we've got your resulfs from the cells that were taken of f and I'm afraid they
are cancer." So, that's when I went blank then. Erm, and she said, she sofggém of went on quite quickly @
because if T suppose if T wasn't her patient in a way, but she said, she sort of got a piece of paper and | o~
she said, "You've got two options. There's the full mastectomy or the we can dm‘@\ﬂ
which we will take of f a wide area round it. And we shall also take some from the lymph nodes." And

then she sent on, you know, sort of carried on a bit more and Veronica, the breast care nurse... |

INT: Veronica Rodgers?

RESP: Yes. She was in with her. And T, T said well, "Do T have to make my mind up now?" and she said, i/':’ A
“No, no na no, there's no need to make your mind up now, you ve got," you know, "You've got time." So I T
e —rzgur e

she then gave me, she said, "Oh it'll be April the 30th that you come in."

— LA LYy
INT: Right. Which was how, how long after that? (\kj it Y (7
Y ! =
RESP: Erm, think it was the Tuesday after Easter so about a fortnight, that was all, two weeks, yeah
Yes because we was going to London on the Friday. So it was the weekend of the marathon, yeah. Erm,
so that was, that was right. It was a Tuesday after Easter, whatever date that would be and T went, it
was only literally a fortnight, T wouldn't have thought it was any more.

INT: Right, OK.

RESP: Before I was due to go in. So we then, she says, "Have you got any questions?" Well T sort of .. 1@

INT: Yeah,
RESP: T just couldn't think of anything.
INT: No, it's a bit difficult, isn't i+?

RESP: And my daughter said to her, well, well then she said about having, "You may have to have l@
chemotherapy, you may have fo have radiotherapy." And Karen was a bit concerned with the [~
radiotherapy, with the Warfarin but they mix OK. And she said, "Yes, that's fine." And she sought of
asked, sort of one or two questions because she'd gone through a similar thing really because she'd
got abnormal cells and had te have a hysterectomy.

INT: Right,

RESP: When she was thirty-seven. So T think she was more geared for questions, as T say, T just
blank, I couldn't think of anything.

INT: Yeah, it's a huge shock, isn't it? A huge shock

RESP: Of course it wasn't what T was expecting to hear, not really, T most admit. (:‘53 )

e SN

h
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INT: No, yeah. Um, so when you're actually in the room with Miss Wheheadner, there was yourself and
your daughter, Veronica?

RESP: Veronica.

INT: And Miss Wheheadner, was anybody else there, do you remember?
RESP: T've got a feeling there could have been a nurse as well.

INT: A clinic nurse?

RESP: Yeah.

INT: Ina sert of uniform then?

RESP: Trying fo think. Yeah, I think there were possibly one of the erm, nurses. Apart from the one
that actually, you know, called me in.

INT: Right, OK.

RESP: To go and see her. Yes, T feel sure there was. But Veronica was making notes while Dr
Wheheadner was talking and that, you know.

INT: Yeah.

RESP: And the she said, well, "If you do think of anything, I'm here all morning," you know, "And I will —
see you again,”" you know, "But go with Veronica now and.." So we, we then went with Veronica teo the ‘ D :

other room.

INT: The quiet room?

RESP: The quiet room. . {:——\
INT: With seats and sofas and stuff? T S .

RESP: Hmm. And she says, "Well first of all make yourselves a cup of coffeé, Just, you know, make /
yourselves a drink and I'll be back in one minute.” And she came back and she sor"r,/she was marvellous }
really because she just sat and went through it all again with me soes it lh‘era!l)/g‘rar‘red to sink.

INT: Yeah. /

_—

RESP: Ina bit then. Th—

INT: Yeah, a bit of repetition.
RESP: That's right, yeah. So, erm, but she was, she was brilliant and I've seen her one, two, I've seen

Veronica twice and I saw Karen when I went back to Mr Sibering's clinic, Karen was there and T think
I saw Jill, T think it was Jill when I went to see Dr [? 14,00] the oncologist.
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INT: Right, OK.

RESP: I think I've dene my rounds of them, I don't know!

INT: You've seen nearly all of them, T think there's four of them there.

RESP: Well Veronica, T saw Veranica at the clinic but she was busy with somebody else when I went

back fo see Mr Sibering erm, T didn't see any, I didn't see any of them while T as in, not in hospital )
but Mr Sibering came most days. His favourite saying was, "How, how high will that arm go, how high>" ’C e

INT: Arm, yeah.
RESP: You know.

"Q3. AND WHAT HAPPENED WHILE YOU WERE TALKING ABOUT WHAT TREATMENT YOU
COULD HAVE?

INT: Erm, when Miss Wheheadner was actually talking about the treatment options you could have,
you said she had a piece of paper, did she draw a diagram?

RESP: Yes, she drew diagrams, yeah
INT: Did she show you any, any mammograms or any pictures or anything like that?
RESP: Not mammograms she didn't, no.

INT: No, just the diagram?

RESP: Just shagrew sort of, she put err, ‘mastect..’, ‘mass' then she drew the, the, like the wide
local excision, what they'd do and how they'd take it from the lymph nodes

INT: Hmm-hm.

RESP: Erm. I don't think there was, T don't think she drew any more. She went in, you know, quite in
detail of the options so, you know, so, erm, so it just concerned me because I dxdn T know whether T' d
“got to give her‘ an answer There and Then '

INT: Yeah, of course.

RESP: Which I couldn't do anyway, so erm.

@

INT: Did the idea that you had a choice of treatment, did that surprise you or shock you in anyway’ X

RESP: Well it surprised me really, I thought you' 'd be told, "Right, we're going to do this or we' re

Yy

going fo do ﬂ,Gf OF course they've said since, gone are those days that they can do that now. i)
. ™ { 9 -d_‘ -~
INT: Yeah. (/,;,) L) (:) L___ o

home, not parﬂquarly that day but the day that T went for pre, I think it was. They talked about it
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of anything, please come back because I'm here dll mor‘r\lng, please come back and I'll try and answer
me questions that you've got." So T mean, sh give ime a cmd you know. But as T say, T |

more then and Karen says well, she went with me that day as well and she said, "The thing is, what
you've got to think, Mum, before is, are you going to have that done now or are you going, if it had not
got it all are you going to want to have more surgery following i+?"

INT: Is that what they told you, is that what..?

RESP: Well that's what, as T said, if it came back erm, when they'd done the wide local, if it came
back that there were more cells there, they would then have to go on and probably do a full

mastectomy. SO it was knowing, right, do T g0 head and have ’rhe full one and be done with it.

T2
INT: Right yeah. o T ¢

RESP: Or do you take a chance/;, virtually, isn't it?
INT: Yech. That it might pessibly recur again.

RESP: That's right. But, err.

INT: How do you feel you got on with Miss Wheheadner.

RESP: She was alright, yeah, she was... @

INT: Do you think she listened to your needs and your concerns and..?

RESP: T think so, I think, you know, if T coqu huve - come out wn’rh more questions she would have been
there for me. -

INT: Yeah.

RESP: Erm, and she would have answered them and I think with the same, you know, "If you do think.

just, Tmust admit T just couldn't take it in at the

\O

INT: And while she was telling you about your diagnesis and your treatment options, how much did you
understand about what you were being told?

RESP: I think I understood most of it, T mean, I understood, yes, right it was cancer. Erm, and T
undersfood that I'd, I'd got the two choices that err, erm, yeah, T think T Tonkm know T,
understood the majority of it. T did fake that in, I mean, admitted as T said, I'd got, it'd got no
questions because none was forth coming at that time.

INT: Hmm, no. Is there any information you think you didn't understand at all, or found confusing
later on or..?

RESP: No, T don't think so because I've got that many booklets somewhere as well.

INT: They give you a big pack, don't they?
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RESP: I've got a wallet full in there, first of erm, I mean Veronica gave me two, well she gave me the —

keep everything in it and err, and I've collected more along the line since then of course. [

wallet. The wallet's been very good because it came, you know, it, you can keep everything and sort of. o N

INT: Is this what the breast care nurses gave you?

RESP: This is, not that, err, this is basically, physio, yeah they gave me the support group ond gave me
the breast unit treatment diary which has gof your exercises and everything and a guide fo cancer
services i .

Derby. Erm, which I've sat and read through, you know

INT: T was going to ask you, did you, did you find any of that information particularly useful?

RESP: Yes I, I did find quite a lot of it because T thought, erm, in the treatment book T mean, you‘ve/;
got, you know, if you'd had forgotten what the physio had told you I mean, you could look up your (15
exercises and wmr;\, it explained to you about, you know, the difference between the
wide local and the mastectomy which T did sit and, T mean T must admit I've sat and read Them.@ ) .
-

INT: Yeah,

RESP: And it does explain, you know, what to expect after the operation and everything so I did f;ndiw@
them all, you know, sert of very useful erm. Let me see, oh yeah, that was, that's bit more of it, the .J ‘

Lol o Y ' et s ®
radiology bit. But err yeah, so, I mean, T came. away with that and T mean (Veronica'gave me her card'_,—!
if T felt I should need to talk to her and she has rung me, she rang me on Friday fo see how I was !
going on and... -

INT: Right.

RESP: Erm, make sure I was ell right, you know. Which I thought, T thought was very caring.

RESP: T really did, you know, because T didn't expect that, T thought, "Well I shall probably see her

INT: Hmm, absolutely. 1‘
|
i

when I eventually have to go back to clinic for another appointment."
INT: Yeah.

RESP: But erm, no, she says, "I'll ring you, I'll ring you again in a few weeks when you've started your
freatment.” You know, so, I just found them all very caring and very eager to help, is the word.

D)
INT: Yeah, hmm-hm, ~

RESP: So.

INT: When you were speaking to Miss Wheheadner about the treatment you were going fo get, you
were going fo have the wide local or mastectomy...

RESP: Hmm.

INT: Erm, did you get, at any time did you get the impression that there might be erm, she might have
apreference for one kind of treatment or one treatment was better than the other?
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RESP: Not really, no, no.
INT: That's good.

RESP: No, there was no sort of persuasion there and the same as when T saw Mr Sibering on the
Friday morning, there was no, "ell T think, you know, it might be better if you have this done or it

might be better if you have that done." T mean they basically said, "We can't make your mind up for @@
you." . 3

P

—
L nmeeTeD
INT: Hmm-hm.

RESP: Which T suppose they can't because people will soon say, "Ooh, well, T needn't have had that
done."

INT: Yeah, course.

RESP: You know.

INT: And when you saw Veronica afterwards, you know, after you'd been to see Miss Wheheadner ..
RESP: Yeah.

INT: What sort of things did you talk about then?

RESP: Well she sort of started from scratch again and went through it all with me, erm, and she sort

of said, you know, that the preferences that you've got erm, and said basically, she explained it all to
me again which by then it started fo sink in a bit.

INT: Hmm,

RESP: At that point. We were quite a little while and as I say, Karen asked her more questions and ]
then we sort of talked in general, so she was putting you at your ease, you know, before you started @ {
again and, so, T felt, you know, that it was a help because by then I was beginning, as T say, beginning

to take it in, .

INT: Yeah. O@ £\ \
C i
f

" i s>
RESP: So err, I think that talk de initely helped with that and you were sort of away from the clinical
bit as well in that room, you know.

)/"——4'\\

INT: Yeah,‘\g’r\morif—l_ejq_s_a‘n;\)isn"r it really. ol
T i A
RESP: It is really, yeah. A\ ad L
£S5 Aaed

e
INT: Yes. P s

= {\)C;\C.L_.,

RN Oy
RESP: Yeah. NAAY A D

/—\\ e’ TR s e
e APCN,
@1'5 not someone sitting behind a desk or something. X L ( &G\il \
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RESP: Yeah, that's right.
INT: Erm, let me see, where are we? We've been talking that muchl
RESP: Yedh, sorry.

INT: When do you think, no, no, it's fine. Thmughuou_‘rjhe consultation err, who, with Miss

Wheheadner, who did you think asked most of the questions and who did most of the talking?
—— :

RESP: My daughter. S \Q
T J\u

INT: With the questions?
RESP: Asked the questions.
INT: And Miss Wheheadner did...

RESP: She answered her, yes, she answered her erm, because T told her it was my daughter anyway.
Erm, and she answered, oh yes, she answered her and what have you.

oF

INT: And you said about a week later you went in for your, fwo weeks later,

RESP: Two weeks T went, I went for pre-clark [?]in, erm, oh, we talked about stopping my Warfarin on
the Monday, T had the last doe on the Monday because T was having the operation on the Friday so T
went for pre-clark in, on the Wednesday. And the first thing the nurse said to me, "Have you stopped
your Warfarin" I said, "Ves. I had my last dose on Monday." "Oh well, I think you'll have to come in
today." T says, "Pardon?" This was twelve o'clock, lunchtime.

INT: What, to have the operation?
RESP: No, they wanted me to go in that day soes they could get me heparin converTeéP[?].
INT: Oh right, OK,

RESP: And she said, "We want you here for four o'clock." But that just hit me like a bomb, I think it -
hit me worse than knowing what it was. — -~m;~\

INT: Yeah.

RESP: And, anyway, she carried on, she did some blood tests and what have you. The T had to go, she
said, "Well, would you like to go and sit tin the waiting room because the physio will come and fetch
you in a minute and then you've got to see the breast care nurse again." And erm, so T went out to the
waiting room and Karen was sat there and she says, "Whatever's the matter, Mum?" T says, "I've got
to come in today." She says, "Parden?" she says, "And you're not having your op til Friday, that's
ridiculous" So, we sat there, anyway and, and then we went with the breast care nurse, err, physio,
and we went up to the quiet room and she was going over one or two things and then all of a sudden it
Jjust hit me what this nurse had said. T just broke down. And she said, "Whatever's the matter,

Brenda?" And Karen said, "That's the first time I've seen my mum cry." And she said, "It's because g
they've told her she's got to come in foday." ’,//

— -

o
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30, 50 of course it was a bit of a rush Friday morning then. Erm, but veronica, she went through, you

INT: Hmm-hm.

RESP: She said, "Today?" And anyway, she went out and she saw Veronica and Veronica then got on fo
Mr Sibering and he said, "That is ridiculous,” he said, "It would do more harm than good to put her on
heparin today because she would bruise to high heaven.”

INT: Right

RESP: He says, "Tomorrow, yes, but not today." T went in Thursday, afterncon actually.

INT: Oh so you didn't.

RESP: So T didn't go in on the Wednesday ne.

INT: OK, right

RESP: So then I saw...

INT: You must be relieved.

RESP: Ohl Then Veronica came and as T say, she'd got on to Mr Sibering and erm, "No, my word, we
don't want her in today. No, that's stupid." So she said, "Tomorrow, but," she said, "You'll have to ring
up to find out what time they want you." So erm, anyway, I rang about twelve o'clock, I think T had to
be there between Two and three, something like that.

INT: Right.

"Q4. 50, PLEASE TELL ME WHAT OPERATION(S) YOU HAD FOR YOUR BREAST CANCER?

RESP: But then Veronica, the physio went and Vercnica came in again and she made the form out,
similar to this one, put in that T was going to have the wide local excision but she said, "You haven't
signed anything yet so," she said. ..

INT: You can change your mind.

RESP: I can change your mind, you can change your mind. So she sat basically and went through things

know, everything again with us. So then I went in Thursday and, as T say, T said to the sister, I said, "T
just don't know, I just cannot make my mind up." "Don't worry, I'll get Mr Sibering to come and have a
word with you" And he came at eight o' clack on the Friday morning. \

- AN

—_

INT: On the Friday morning, so you wenft in, didyou go in on the night time?

RESP: T went in Thursday afternoon.

e
INT: Yeah @
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RESP: They gave an injection Thursday night and then of course out the Ted socks [?] on, then I had
to go, he came at eight o'clock, I was the second one in theatre that morning. Erm, as he sat on the

bed Talkmgja me, qumz a little while, then T sngned the consent form. Erm, he went out the curtains, \ _

INT: They'll be a queue!

RESP: Outside the curtains there was a nurse form the breast care unit fo take me up there but I'd
got te have this needle put in and I still hadn't had a wash by then and I thought, "This is ridiculous."
So then went charging of up to the breast care nit in a wheelchair and then they did, I was up there
quite a while as well and they did all sorts of scans and then they gave me a local anaesthetic and then
they put this needle in you see.

INT: To help guide them,

RESP: "X marks the spot T think it said on the end of it Erm, so we're coming back down from there
and T sort of having to held my arm like this because T daren't put it down because this needle was
sticking.

INT: Oh yech, right.
RESP: It was padded round if.
INT: Yeah.

RESP: But the radiologist that did it he says, "Do not let anybody move that needle " he says, "because
it's vital it stops where it is"

INT: Hmm.

RESP: So I'm sort of coming down the corridor like this and the porter's saying to me, "Can you put
your arm down, love, we've got to get through this door." I says, "I can't." And he looked at me.
Anyway, when I went to theatre and Jo, the sister was there, she says, "Are you alright, Brenda?" T
says, "Yeah," I says, "But I can't put me arm..." So she had to come and help me put the gown on for
theatre.

INT: Oh yeah.

RESP: Erm, and then of course they took me to theatre in a wheelchair and we're going through the
doors and I'm, we were like this, it was funny really when I think about it, it didn't feel funny at the
time.

INT: No, but looking back.

RESP: When T look back, and the porter's saying, and Jo says to him, "You'll have to open both doors
fo get her threugh, because she can not put her arm down." "Oh." he says, "Oh." Then we got to
theatre and they put me on this trolley and I'm still having to keep me arm up here and this chap's
trying fo put things on me. I says, "I can't put me arm down." He says, "It's alright love, T realise you,
you've got a needle in there." Your know, so, all trying to put the EC& things on me back, you know, and
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what have you. Oh dear, as T say, it didn't seem funny at the time but, it was when T think about it
afterwards.

INT: In-between seeing Miss Wheheadner and going in for your operation, did you talk to anybody
else about erm, your diagnosis and what treatments you might have? Discuss with your family or
friends?

RESP: Well we talked, Norman and T talked about it.

INT: Hmm, (‘3 'G"-‘,\":EJ

L
i\l
RESP: And as T say@did\;me and, the day we came, on the Wednesday about, "Well nobody can
make your mind up, only you, Mum, but if needs be are you going to want to have to lots of suW
And I said, "I den't know Karen." So basically I think, I talked about it with Karen cﬁﬂ—my—sdm_
course although my son’s away. We talked about it and, erm. T went, I say, we went to London the
weekend of the London marathon because he was running in the marathon so that took it off me a bit
but T was able to talk fo my daughter-in-law. We sat and talked one night. Erm, because she was a
staff nurse on inftensive care.

INT: Right.

RESP: And with her own mum going through it as well.

INT: So what was her, what was her take on things?

RESP: Well she said, she said, "Well, my mum had the wide local, but," she says, "There again mum, T
can't fell you what to do." But she said, you know, "You're a bit old which, you'll be. led which way to

go." Sort of thing, you know. As I say, I, I, it just seemed like a burden on me for a day or two
before, because T keﬂhmk\'ng I've got this decision to make and I can't do it.

INT: Hmm,

INT: Yech. So, erm, you been, you've been, you've had your operation, what happened after your
operation when you came round, were you, were you OK, were you alright?

RESP: Yes, I was fine. Well they, they were, they were, Norman and my daughter were laughing when
they came because Norman had rang up in the morning to see what roughly what time I was going
down,

INT: Yeah.

RESP: And Jo had told him I was the second one on the list so she said, "Well T should..." Nerman,
what time did she tell you rind back?

RESPZ: Err, nine, err, two o' clock,

RESP: Two o'clock. Erm, but at about half past one, quarter to two, she actually came and rang him,
she went and rang him and said, "She's back." T think she'd waited til I'd come round a bit and then

|
Gl
)
RESP: You know. Erm, but we did, and we did it and we made the right decision. @
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she says, T can only remember her saying, "T must go and ring your husband." And she dashed off and
she just said to him, "She's round, she's come back, she's round, she's OK, you can visit when you
like." And he says, "Well, we'll leave her a little while before we come." And T think they came, what
time did you come love? About four?

RESP2: I don't know, after four.

RESP: Yeah, and both of them were amazed to see me sat up in bed, or propped up in bed, where T'd
got two slices of toast on a plate because I was absolutely starving.

INT: You'd had nothing from the previous night, had you?
RESP: Well, when you have your meal and whatever, six o'clock.
INT: Yech, it's a long way to ge, it's like twenty-four hours almost.

RESP: And then one of the health care assistants came and said, [whispers] "Would you like some
toast?" I says, "Ooh, I would please." And yeah, I think I only ate a slice of it but it was something.

INT: Yeah.

RESP: And then they brought me a drink, a hot drink, because I'd been having water. Erm, I was so
thirsty, I've never drunk so much water. Erm, and I didn't drink that, T went to sleep again and Karen
and Norman just sat there, you know. I came round and then, I sort of felt fine, really, afterwards, no
problem,

INT: Hmm. Did you see Mr Sibering at any point, did he come round afterwards?
RESP: Not that night. No, I saw him Saturday morning.
INT: Right

RESP: he, he had a habit of, I used to say, I've got a mouthful of breakfast and he'd come, any time
affer eight o'clock and you'd probably just put some breakfast in your mouth and he's come and, you
know, he just. He came Saturday merning and he just said, "Everything's gone fine, T just want you to
keep moving that arm for me." He looked at the drains, erm, he says, "Just be careful when you move
that you've got two drains." Well they told me that on the Friday after dinner because they'd come
and give you one of these litfle gift bags now to put your bottles in.

INT: They put them in Christmas bags at Christmas.

RESP: Yeah. Yeah. He asked me if I wanted it back when I came home, T said, "No thank youl You can
have it" I don't really want to see one again, you know.

INT: No.

RESP: Erm, and he sat and talked to me and he said, "Just, just please keep moving that arm." And he

sort of patter, he's got such a nice...

INT: Bedside manner.

th
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RESP: Bedside manner. He sort of touches you on your shoulder and said, "Good girl," you know, ‘CL
"You're doing OK." I mean erm, as they came most mornings, even the Bank Holiday Monday T think he ’
‘carie and err, then on the Wednesday T was moved off Ward Two up to Ward Sixteen because they

were waiting for surgical beds and they said, you know, one's sort of self nursing ones, they were very
sorry that they'd got to move us. Must admit it was quieter up there because there was only three of

us in the bay and it was a six-bedded bay. So T did get some sleep then.

G)

INT: And then how soon after that did you, how long were you in hospital?
RESP: Eight days.

INT: Eight days, then you went home?

RESP: I came home.

INT: And when did you next go back for a consultation?

RESP: Erm, came home on the Friday, the following Friday to my operation and then I went back on
the Thursday.

INT: Hmm.
RESP: The 13th of May I went back.
INT: To get your results?

RESP: Erm, and T went because I had to go to physio first so we did like a u-turn round the whole of
the hospital because physio's up there and surgical thing's way up the other side of the hospital.

INT: Hmm, I know.

RESP: So T felt a bit. And I'd got myself churned up anyway. 6? j

i
PRS- A" ) SO RN J = of
5

Se—"
INT: Yeah.

RESP: Not knowing.

INT: Because you'd been getting ‘rh‘eﬁsul’rs-jrom what they'd took from your cancer.

N (=)
RESP: From Mr Siber‘ing yeah. ()
N o

INT: Of course.

RESP: And err, but Norman went in with me to see him and we went in the examination room first
because he didn't do stitches on the outside he did steristrips.

INT: Hmm.
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RESP: And erm, T didn't have my last drain out until the Friday I come home because they daren't
take that out because, until my Warfarin had levelled. And we went in and he came through, as T say,
Karen, the breast care nurse, was with him. And he's got avery junior doctor with him but he said, -

"Do you mind?" and T said, "No." Erm, and he, he just, he said, "Let s have fhese steristrips of f now, \_E_,‘
T'll be very gentle," he said. But T didn't know that he was actually so gentle I didn't realise he's
pulled them of f and there was just a couple of lose ends of stitches sticking out and Karen just

frimmed those off. He says, right, "Get dressed and then come through and we'll have a little chat "
INT: Hmm. And what did he say when you went through.

Ve
RESP: S0 we went through and err, he said, well of course we gef the paper out again and we have {2 )
more drawings and he said right, he said, "Let me fell you one thing to start with." So I said, "Righi‘."‘[

Hé_murgery you've had is it, there won't be any more SL”"Q%

INT: Hmm. (é_)\@

RESP: And T just went [sigh].

INT: Hmm.

RESP: I looked at Norman and he looked at me and then he gets his bit of paper and he says, "Right,
this is what we've done, they've taken that away, this is a good area and that is fine." And he draws

four Titfle round things, "They're your lymph nodes and there's a bit in one of them.” i

INT: Ahh.

RESP: "But," he says, "We're not worried about that little bit," he said, "Because you're radiotherapy ;
will blast that” And he said, "You'll go an from me to see Dr Otymia [?].

INT: The oncologist. |

RESP: The oncologist.

INT: Himm,

RESP: "And he will discuss options with you about chem.." he said, "There'll probably be some @r()\ﬂﬂ‘ wlhd
o]

medication, tablet wise, but it will be him to decide and also chemo or radiotherapy or both."

INT. Oh right.

RESP: Erm, then he said to me, "Have you got any questions?" As said, "I haven't," I says, "All T want
to say is thank you and you've given me the answers what T wanted."”

INT: Yeah,

RESP: I say, "You've told me there's no more round that outside.” And you know, he says, "Well," he
says, "You will see me," he says, "I shall see you every three months to start with and then it will
gradually get to six months and you'll have another mammegram in twelve months." And so, we'd more |
or less, well, we came out with Karen, Karen came aut with us and she said, "Do you want to go away
again and discuss things." T said, "Not this time, Karen," I says, "He's given me the answers." /7

L= b ko g
J\\_ T 0
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INT: Hmm,

RESP: T says, "The one thing T was dreading he's answered." Which to me, you know, is, T didn't need
to know anymore really.

INT: Yeah.

RESP: And T went the, I think I went the following week, I think I be, either there or the DRI, T went
to the DRI the following week, yes, to see Dr Otymia, the consultancy with him. As T say, Jill was
there for that one.

INT: Hmm.

RESP: And erm, he says, "Right, decision time again,” he says. Not morel

INT: Never made so many decisions in your life thenl

e IR ! P
§ oGt

e
RESP: T haven't! not just off the cuff like that. And he said, "Well," he said, "We can offer you the iy
chemotherapy," and he said, "We have to offer it you now," he said, "Because some ladies want i )
everything." T said, well then he went on to tell me, explained it all to me, the process of P
chemotherapy and ending up with radiotherapy but he said thet, "The difference that it will make to ;
you will be five per cent." :
INT: If you have the chemo?
RESP: If T had chemo. j’
INT: Right, say five per cent of extra cover, if you like, preventing it coming back. i
3
RESP: Hmm. He said, "Yeu have to weigh that five per cent up against the side-effects.”
!
INT: Yeah, and were they going to be quite severe? OK. :
RESP: He says, "Of course it's a six month course in different cycles and they do so many days and
then you have a break and then so many more days and then you've still got your six weeks S“-O'"
radiotherapy at the end of it." N BTN
woV R

[SEGRAN
T
O
RESP: So, he said, "Of course," he said, "One of the side-effects as you probably k is losing your
hair," he says, "But don't worry about that," he says, "Because we give you a chip eweek, you go |

somewhere in town and go and get one." T says, "Oh, thank you." He says, "But then of course it does
grow back," he says, "It might grow back a different colour."

INT: Right. ‘ \o

INT: OK.

RESP: "Could be red," he says, "Could be red." T says, "Oh thank you" And it's this colour and anyway
we smiled about it and I said...

18
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INT: It grows back stronger and curlier.

RESP: Yeah. I know there was a lady in there that had had, she'd had actually breast cancer, a year, | 4
err, nine years before. She'd had a lump nine years before and they'd given her some chemo before
she went in fo have, and then she had a full mastectomy and erm, she, she said when she came in
hospital it was first time she'd been anywhere without a wig and hers was really, I mean, I wouldn't |
have thought it, T would have thought she'd just had it cut short, but it really was quite nice. And T | _
said, "You're never going back to wearing a wig again are you?" So she said, "No, not now." So I said,
"Well, if it's only going to give me that benefit, I think my answer is no. I will stick with the
radiotherapy.” T

INT: Yeah.

RESP: So he says, "Well I'm going to put you on some medication as well," but I can't have the, T can't
think what it is, the normal one, tamaz, tom...

INT: Tamexifen.

RESP: Tamoxifen. Can't have that because that doesn't like the Warfarin.
INT: Right.

RESP: But he gave me irrimidet [?].

INT: Right.

RESP: That's just one a day for the next five years.

INT: And have you started your radiotherapy now then?

RESP: No

INT: No, when's that start?

RESP: Your guess is as good as mine!

INT: Oh. Right.

RESP: I've had the planning done so, T had to go back, I saw him one week, T went back on the Monday

and had the first bit done where I was all nicely marked up with purple and bits of microcord and,
“Will you try and not lose those until you come again. So then I had fo go back on the Friday and they

-~

did the, the rest of the measuring up and put the, what they call the tattoos, where they put the die \ ‘ "
. O(\}f‘

in and scratch your skin,

INT: Yeah /

|
/

RESP: The permanent one. So err, from then which is, will be err, fortnight on Friday since T had that /

done but, T mean you've got conflicting erm, conflicting reports about how long you're going te be. T~ Cffi@

mean one told me it could be three weeks, theone last week, oh, on the Friday, I said to her, "Oh," she
said, "Well all these x-rays we've taken go to Dr Otymia now, He decides on the treatment and then 4 ot

19
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they go to the planning people." She says, "I could ring you up next Friday and say you've got to come,"
you know, sort of "on the Monday." Well that didn't happen but then when Veronica rang me last week
she said it's usually about four weeks.

INT: Right.

RESP: After the planning. But T don't know. But then there's been conflicting reports that they are
behind

INT: Ah right, OK.

RESP: Apparently there was quite a piece in the Telegraph, in the local paper. I don't, we don't have it
so T don"t know but that was up to six weeks.

INT: Oh, you must be sick.

RESP: So, you know, we were going, it's a bit, you don't know what to do really because we were going
fotry and have a few days away in-between before I starf The radiotharapy because, T thought, well
once you start that it's every day

INT: Yeah course.

RESP: For six weeks.

INT: And you've got to keep it going really and...
RESP: Apart from Saturday and Sunday of course.

INT: Give them a call, give them a call and just say, well, you're thinking of having a few days away, is
it alright you know.

RESP: I'm going down, I'm going on Monday, I've got o have my iron ore checked for my Warfarin so
I thought, it's only just down the corridor, junction eleven at the DRI, I might just have a walk down
and see if there's somebody, you know, I could have a word with and erm, you know, say, well, we think,
you know, I'm not pushing for it or anything, T just..

INT: No, not all.

RESP: Wanted to book, you know, a few days away.

INT: Absoutely. I'm sure they'll understand. I'm sure they'll be fine.

RESP: Yeah,

INT: Um, let me see. In-between sort of erm, the consultation with Miss Wheheadner fo the point
when you had your operation, did you leok for any information about breast cancer and treatments

erm, in magazines, books, videos, TV programmes, did you call the support group at all?

RESP: No, T haven't called it.
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INT: OK, right
RESP: No.

INT: Erm, seems a strange question, but do you feel you had the amount of choice that you wanted?
RESP: T think so, yes. I think T had more than. T think it's nice that you do have the choice Well, 7
probably not nice is the right word but, I think it's nice, better than somebody just saying to you, L
“Right, we're going to do this," or "We're going to do that."

INT: Hmm.
RESP: Erm, I mean with something, I mean the only other major operation I've had is gall stones, the

gall bladder out but, T mean that, that is something you don't have to make a decision about, you know.
But I do think you were given enough preference and enough information quite honestly. e

INT: Do you feel you had enough information to make your choice?
RESP: I think so.

INT: Hmm-hm.

RESP: I meanit's a very personal decision, isn't it, really?

INT: Yeah, absolutely. And, what do you think was the most important thing that you were told or read
or heard that helped you make your decision what treatment to have?

RESP: I think it was when Mr Slbem@sgd on the Friday that it, there was a very good erm/of what's
the word for it? Sort of “feedbackFhat it was very successful what T was having done, the’ wwde local.

- —— -

You know, they'd had very successful .. e
INT: Results.

RESP: Results from having it done that way,

INT: That kind of thing, yeah.

RESP: Erm, and as T say, he didn't, didn't push me at all it was just with him saying that I think that
made me make the decision, yes, that that's what we'd go, go along with.

INT: Right, OK. Looking back from when you were first diagnosed until now, how do you feel about the
care you've received?

RESP: I feel as though I've had great care taken of me. Everybody's been very caring, from the staff

~on the ward upwards. T must admit and T don'f think you could have had anybody better, with a bzﬁarj@@

bed51de manner that Mr Sibering and the breasf care nurses have been there for you.

RESP:
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INT: Right.

RESP: And that phone call from Veronica last week made a great difference, it really did.

INT: Yeah.

RESP: Because I didn't expect it.

INT: No.

RESP: I thought, you know, I shall see her again when I go to clinic probably, erm. T think, you think
you come out of hospital and that's, you know, apart from what other treatment you've got to receive,
erm, and your appointments are made for you and everything, I mean, that is 1hef{\ing, T mean, at each
time I've gone the appointments have been given you. Before I'd even had the operation I'd got my |

e
appointment for when T saw him afterwards, you know. Veronica gave it me, erm, I think it must have | \‘;‘
been on the Wednesday when T went for me. pre-clarking [?]. She says, “And this is your appointment |
o see Mr Sibering afterwards.” /

INT: Hmm-hm.

RESP: You know, I though, ferward planning, you know! Mo I think, T have had brilliant care.

INT: If you were told you had the power and money ta change one thing about the service, the breast
service at Derby City General, what do you think it would be?

RESP: Ooh, dear, that's a hard one. T don't know, T honestly don't know the answer to that one. As T
say I just couldn't find anything really that I would want to change because, as I say, everybody was
just so caring. !

"Q5. NOW THAT YOU HAVE BEEN THROUGH THIS EXPERIENCE, WHAT DO YOU THINK ARE
THE MOST IMPORTANT THINGS SOMEONE WITH BREAST CANCER NEEDS TO KNOW?

INT: Hmm. That's OK. Um, now you've been through this experience what do you think are the most
important things someone with breast cancer needs to know about first of all, their diagnosis?

RESP: As it was explained to me T think that was important.

INT: Hmm.

RESP: That it's explained o them and people have the time to sit and spend with them. b
INT: Yeah, hmm,

RESP: Because if you're not expecting it.

INT: Yeah.

RESP: T mean, if I'd had a lump...
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