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1. What isthe BREAST-Q?

The BREAST-Q is a patient-reported outcome (PRO) instrument designed to eval uate outcomes among
women undergoing different types of breast surgery. There are currently four BREAST-Q modules, each of
which is comprised of multiple scales.

1) Augmentation

2) Reduction/Mastopexy
3) Mastectomy

4) Reconstruction

A fifth module (the BREAST-Q: Breast Conserving Therapy (BCT) module) isin development for women
undergoing lumpectomy with and without radiation for the treatment of breast cancer.

All BREAST-Q modules are based on an underlying conceptual framework developed from extensive
gualitative research with breast surgery patients, close examination of the research literature, and
engagement of healthcare professionals working with breast surgery patients. Data collected from all three
of these sources was used to formulate a breast surgery conceptual framework.

The conceptual framework of the four BREAST-Q modules is comprised of two overarching themes (or
domains). These are 1) Patient Satisfaction and 2) Health-related Quality of Life (QOL). Under each of
these domains, there are six subthemes (i.e., QOL: Physical, Psychosocial and Sexual well-being patient;
Patient Satisfaction: Satisfaction with breasts, Satisfaction with overall outcome and Satisfaction with Care)
(see Figure 1). Body image is an important concept for breast surgery patients. This concept is measured
by several of our BREAST-Q scales (see detailed descriptions of items for each scale starting on Page 7).
All four modules have the same conceptual framework, with the exception of the Reconstruction module,
which also includes the additional theme of * Patient Expectations.’

Physical Psychosocial Sexual

Well-being Well-being Well-being

Satisfaction Satisfaction Satisfaction

with Breasts With Outcome With Care
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For each subtheme, one or more BREA ST-Q scales were devel oped to examine specific aspects of patient
satisfaction and QOL. For example, the Satisfaction with Care theme has four separate scales that measure
Satisfaction with Information, Satisfaction with the Plastic Surgeon, with the Medical Team and with
Office Staff. Across the various modules and patient treatment groups, these scales are psychometrically
linked and can thus be used for comparison between different patient groups.

Each BREAST-Q scale is composed of a series of items (or questions) that evaluate a unidimensional
construct. The items that form each scale reflect aclinically relevant hierarchy. Asan example, in the
Reconstruction Module Satisfaction with Breasts scales, items span arange from “how satisfied are you
with how you look in clothes?’ to “How satisfied are you when you see yourself in the mirror unclothed?’

Patient responses to each scal€’ s items are transformed through the Q-Score scoring software (described
below) to provide atotal scale score that ranges from 0 to 100. For all BREAST-Q scales, a higher score
means greater satisfaction or better QOL (depending on the scale).

It isimportant to note that patients do not need to complete all BREAST-Q scalesin any given study
or clinical encounter. Each scaleisdesigned to function independently. Patients can thus be asked to
complete some or_all of a module’sBREAST-Q scales. A researcher or clinician may therefore select a
subset of scales depending on purpose of the particular study or use. Asan example, in aquality
improvement program, the 4 scales evaluating Satisfaction with Care might be used (Satisfaction with
Information, with Surgeon, with Medical Team, with Office Staff). Alternatively, the Satisfaction with
Breast scale might be used alone in a study to evaluate a new breast surgery technique. Thereisno overall
or_total BREAST-Q score, only scoresfor each independent scale.

Each module of the BREAST-Q has both pre-operative and post-operative versions. The post-operative
version includes all the pre-operative items in addition to items that address unique postoperative issues
(e.g. scars). The preoperative and postoper ative scales are linked psychometrically to measure
change. Women may complete the pre-operative questionnaire at any time prior to surgery (baseline
assessment) and the post-operative questionnaire at any time point after surgery (follow-up data). The
BREAST-Q may also be administered at a single time point asin a cross-sectional survey. Each researcher
or clinician may decide the time points at which he/she would like to administer the scales. Of note, the
BREAST-Q Reconstruction Module: Expectations scales differ in that they are designed for pre-operative
administration only.

For moreinformation, please also see www.BREAST-Q.org.

www.BREAST-Q.org
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Table 1: Description of the BREAST-Q modules

1/ Augmentation module:

o Pre-operative, 25 items

o Post-operative, 88 items
2/ Reduction/M astopexy module:

o Pre-operative, 39 items

o Post-operative, 93 items
3/ Mastectomy module:

o Pre-operative, 37 items

o Post-operative, 63 items
4/ Reconstruction module:

o Pre-operative, 42 items

o Post-operative, 116 items

Expectationsfor Reconstruction scales
o Pre-operative, 42 items

Total number of items

4-point Likert-like scalesfrom 1 “Very dissatisfied” to 4 “Very
satisfied”

3-point Likert-like scales from 1 “disagree” to 3 “Definitely agree”

5-point Likert-like scales from 1 “None of thetime” to 5 “All of the
time” (+/- Not applicable)

4-point Likert-like scales from 1 “ Definitely disagree” to 4 “ Definitely
agree”

Response scale(s)

Self-administered, paper and pencil

M ode of administration Electronic in development

Varies based on the number of scales completed in each module.
- Augmentation Module (all scales) 8 - 10 minutes
- Reconstruction Module (all scales) 10 - 14 minutes
- Reduction Module (all scales) 10-12
- Mastectomy Module (all scales) 10-12 minutes

Timefor completion

- Inthe past 2 weeks.

- Anexception to thisrule is the Sexual Well-being scale which has no

Recall period recall period in the preoperative period. In the postoperative module,
the recall period is “since the surgery”.

- (What about expectation?)

www.BREAST-Q.org
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1.1 BREAST-Q AUGMENTATION MODULE (APPENDIX 1 & 2)

QUALITY OF LIFE DOMAINS

. Psychosocial Well-being: This scale measures psychosocial well-being with items that ask about body
image (e.g., accepting of body; attractive) and awoman’s confidence in social settings. Other items
cover emotional health and self-esteem.

. Sexual Well-being: This scale measures sexual well-being and body-image issues with items that ask
about feelings of sexual attractiveness when clothed and unclothed and sexual confidence as it relates
to one’s breasts, as well as how comfortable or at ease a woman feels during sexual activity.

. Physical Well-being Chest and Upper Body: This scale captures negative physical sequelae of the
chest and upper body. There are questions about symptoms of pain or tightness in the breast area as
well as difficulty with mobility (e.g., lifting arms) and doing activities (e.g., running, lifting).

SATISFACTION DOMAINS

. Satisfaction with Breasts: This scale measures body image in terms of a woman'’s satisfaction with
her breasts. Items cover breast appearance (e.g., size, symmetry, softness, implant placement,
cleavage), and satisfaction with breastsin relation to how a brafits and how the breasts ook when
clothed or unclothed. There are also items specific to implants (e.g., rippling) and postoperative issues
(e.g., scars).

. Satisfaction with Outcome: This scale measures awoman’s overall appraisal of the outcome of her
breast surgery. Items cover whether the woman'’ s expectations were met with respect to the aesthetic
outcome and the impact surgery has had upon her life as well as satisfaction with the decision to have
surgery (e.g. “I would do it again™).

. Satisfaction with Care:

a. Information: This scale measures satisfaction with information provided about breast
augmentation surgery from the surgeon. Items cover complications and risks (e.g., implant leakage,
loss of nipple sensation, capsular contracture, rippling), implications for future breast cancer
screening and breast-feeding, healing and recovery time, how the surgery would be done, and
breast appearance (e.g., breast size, scars).

b. Surgeon: This scale measures satisfaction with the surgeon. Items ask about the surgeon’s manner
(e.g., professional, reassuring, thorough, sensitive) and communication skills (e.g., easy to tak to).
Items also cover the extent to which the patient was involved in the decision making and
understood the process.

c. Medical team: This scale measures satisfaction with members of the medical team (other than
surgeon). Items ask whether the staff were professional, knowledgeable and friendly, as well as
how comfortable the woman was made to feel and whether she felt she was treated in a respectful
manner.

d. Office Staff: This scale measures satisfaction with interactions with members of the office staff.
Items ask whether staff were professional, knowledgeable and friendly, as well as how comfortable
the woman was made to feel and whether she felt she was treated in a respectful manner.

www.BREAST-Q.org



BREAST-Q User Manual Version 1.0 July 2012
1.2 BREAST-Q REDUCTION/MASTOPEXY MODULE (APPENDIX 3 & 4)

QUALITY OF LIFE DOMAINS

. Psychosocial Well-being: This scale measures psychosocial well-being with items that ask about body
image (e.g., accepting of body; attractive) and awoman’s confidence in social settings. Other items
cover emotional health and self-esteem.

. Sexual Well-being: This scale measures sexual well-being and body-image issues with items that ask
about feelings of sexual attractiveness when clothed and unclothed and sexual confidence as it relates
to one’s breasts, as well as how comfortable or at ease a woman feels during sexual activity.

. Physical Well-being Chest and Upper Body: This scale captures physical problems caused by breast
sizeincluding pain (e.g., breast, shoulder, back, neck), energy level, rashes and sleeping problems.
There are also questions asking about activity limitations and balance.

SATISFACTION DOMAINS

. Satisfaction with Breasts: This scale measures body image in terms of awoman’ s satisfaction with

her breasts. Items cover breast appearance (e.g., size, symmetry, softness, cleavage), and satisfaction
with breastsin relation to how a brafits and how the breasts look when clothed or unclothed.. There are
also postoperative only items (e.g., location and appearance of scars).

. Satisfaction with Nipples: This scale measures satisfaction with the appearance of the nipple and
areola complex. Items cover their location on the breast, symmetry, shape, and nipple sensation.

. Satisfaction with Outcome: This scale measures awoman’s overall appraisal of the outcome of her
breast surgery. Items cover whether the woman’ s expectations were met with respect to the aesthetic
outcome and the impact surgery has had upon her life as well as satisfaction with the decision to have
surgery (e.g. “I would do it again™).

. Satisfaction with Care:

a. Information: This scale measures satisfaction with information provided about breast reduction
surgery from the surgeon. Items cover complications and risks (e.g., loss of nipple sensation),
implications for future breast cancer screening and breast-feeding, healing and recovery time, how
the surgery would be done, and breast appearance (e.g., breast size, scars).

b. Surgeon: This scale measures satisfaction with the surgeon. Items ask about the surgeon’s manner
(e.g., professional, reassuring, thorough, sensitive) and communication skills (e.g., easy to tak to).
Items also cover the extent to which the patient was involved in the decision making and
understood the process.

c. Medical Team: This scale measures satisfaction with members of the medical team (other than
surgeon). Items ask whether the staff were professional, knowledgeable and friendly, as well as
how comfortable the woman was made to feel and whether she felt she was treated in a respectful
manner.

d. Office Staff: This scale measures satisfaction with interactions with members of the office staff.
Items ask whether staff were professional, knowledgeable and friendly, as well as how comfortable
the woman was made to feel and whether she felt she was treated in a respectful manner.

www.BREAST-Q.org
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1.3BREAST-Q MASTECTOMY MODULE (APPENDIX 7 & 8)

QUALITY OF LIFE DOMAINS

1. Psychosocial Well-being: This scale measures psychosocia well-being with items that ask about
body image (e.g., accepting of body; attractive) and awoman’s confidence in social settings. Other
items cover emotional health and self-esteem.

2. Sexual Well-being: This scale measures sexua well-being and body-image issues with items that
ask about feelings of sexual attractiveness when clothed and unclothed and sexual confidence asiit
relates to one’s breasts, as well as how comfortable or at ease a woman feels during sexual activity.

3. Physical Well-being:

a. Chest and Upper Body: This scale captures negative physical sequelae of the chest and upper
body. There are questions about shoulder, neck, back, arm, chest muscle and rib pain. There are
also questions about breast area discomfort such as tightness, pulling, nagging, tenderness,
aching and throbbing. There are also questions asking about activity limitations and balance.

b. Abdomen and Trunk: This scale captures negative physical sequelae of the abdomen. Items
cover abdominal discomfort, bloating and pain as well as difficulty doing certain activities due
to abdominal weakness. There is a single item asking about abdomen appearance.

SATISFACTION DOMAINS

1. Satisfaction with Breasts: This scale measures body image in terms of awoman’ s satisfaction the
breast area and asks questions regarding how comfortably brasfit, and how satisfied awoman is
with her breast area both clothed and unclothed.

2. Satisfaction with Care;

a. Surgeon: This scale measures satisfaction with the surgeon. Items ask about the surgeon’s
manner (e.g., professional, reassuring, thorough, sensitive) and communication skills (e.g., easy
to talk to). Items also cover the extent to which the patient was involved in the decision making
and understood the process.

b. Medical team: This scale measures satisfaction with members of the medical team (other than
surgeon). Items ask whether the staff were professional, knowledgeable and friendly, as well as
how comfortable the woman was made to feel and whether she felt she was treated in a
respectful manner.

c. Office Staff: This scale measures satisfaction with interactions with members of the office
staff. Items ask whether staff were professional, knowledgeable and friendly, as well as how
comfortable the woman was made to feel and whether she felt she was treated in a respectful
manner.
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1.4 BREAST-Q RECONSTRUCTION MODULE (APPENDIX 5 & 6)

QUALITY OF LIFE DOMAINS

. Psychosocial Well-being: This scale measures psychosocial well-being with items that ask about
body image (e.g., accepting of body; attractive) and awoman’s confidence in social settings. Other
items cover emotional health and self-esteem.

. Sexual Well-being: This scale measures sexua well-being and body-image issues with items that
ask about feelings of sexual attractiveness when clothed and unclothed and sexual confidence asiit
relates to one’s breasts, as well as how comfortable or at ease a woman feels during sexual activity.

. Physical Well-being:

a. Chest and Upper Body: This scale measures physical problems such as pain (e.g., neck, back,
shoulder, arm, rib) and problemsin the breast area (e.g., tightness, pulling, tenderness, pain).
Other items ask about activity limitations and sleep problems due to discomfort.

b. Abdomen and Trunk: This scale measures negative physical sequelae of the abdomen
following autologous tissue reconstruction (TRAM or DIEP flap). Items cover abdominal
discomfort, bloating, bulging and pain as well as difficulty doing certain activities due to
abdominal weakness.

SATISFACTION DOMAINS

. Satisfaction with Breasts: This scale measures body image in terms of awoman’s satisfaction
with her breasts and asks questions regarding how comfortably brasfit, and how satisfied awoman
iswith her breast area both clothed and unclothed. Postoperative items ask about breast appearance
(e.g., size, symmetry, softness) and clothing issues (e.g., how bras fit; being able to wear fitted
clothes).There are aso implant-specific items (e.g., amount of rippling that can be seen or felt

. Satisfaction with Nipples: This scale measures satisfaction with the appearance of the
reconstructed nipple and areola complex. Items cover shape, colour, projection and how natural the
reconstructed nipple looks.

. Satisfaction with Abdomen: This scale measures patient satisfaction with abdominal appearance
following autologous tissue breast reconstruction (TRAM or DIEP flap). Items ask about overall
appearance as well as position of navel (belly button) and scars.

. Satisfaction with Outcome: This scale measures awoman’s overall appraisal of the outcome of
her breast surgery. Items cover whether the woman’ s expectations were met with respect to the
aesthetic outcome and the impact surgery has had upon her life as well as satisfaction with the
decision to have surgery (e.g. “I would do it again”).

. Satisfaction with Care

a. Information: This scale measures satisfaction with information provided about breast
reconstruction surgery from the surgeon. Items cover types of breast reconstruction,
complications and risks, healing and recovery time, how the breast(s) would look, implications
for future breast cancer screening, how the surgery would be done, and breast appearance (e.g.,
breast size, scars).

b. Surgeon: This scale measures satisfaction with the surgeon. Items ask about the surgeon’s
manner (e.g., professional, reassuring, thorough, sensitive) and communication skills (e.g., easy
to talk to). Items also cover the extent to which the patient was involved in the decision making
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and understood the process.

Medical team: This scale measures satisfaction with members of the medical team (other than
surgeon). Items ask whether the staff were professional, knowledgeable and friendly, aswell as
how comfortable the woman was made to feel and whether she felt shewastreated in a
respectful manner.

Office Staff: This scale measures satisfaction with interactions with members of the office
staff. Items ask whether staff were professional, knowledgeable and friendly, as well as how
comfortable the woman was made to feel and whether she felt she was treated in a respectful
manner.

EXPECTATION DOMAINS

These scales are designed to be administered pre-operatively and assess patient expectations for the
process and outcome of surgery. The expectations scales compliment the satisfaction and quality-of-life
domains of the post-operative reconstruction module. Multi-item and categorical scale structures are

used.

1.

Expectationsfor Support from Medical Staff: This scale measures how much time and
emotional support the patient is expecting from the medical team and surgeon.

Expectationsfor Pain: This scale measures the magnitude of pain the patient is expecting to
experience in the first week after reconstruction surgery.

Expectationsfor Recovery: This scale measures patient expectations regarding their recovery
and return to normal activitiesin the first week after surgery.

Expectationsfor Coping: This scale measures how a patient is anticipating she will cope with
the process of breast reconstruction during the first year after surgery.

Expectationsfor Breast Appearance and Outcome: This scale measures how a patient
expects her breasts to ook one year after surgery.

Expectationsfor Psychosocial Well-being: This scale measures how a patient expects to feel
about herself one year after breast reconstruction.

Expectationsfor Sexual Well-being: This scale measures how a patient expects she will feel
sexually one year after breast reconstruction.

www.BREAST-Q.org
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2. Administration of the BREAST-0O

The BREAST-Q is a self-administered questionnaire. An entire BREAST-Q module can be completed
in about 10-15 minutes. Each scale takes 1-4 minutes to complete. No specific training is required to
complete any module of the BREAST-Q. Patients are given instructions in an introductory paragraph at
the beginning of the questionnaire. The BREAST-Q is available in paper and pencil format; an
electronic version isin development.

3. Scoring
Instructionsfor Scoring BREAST-Q® data using QScore™
Q-Score, its accompanying manual and data entry templates are available to download from:

http://webcore.mskcc.org/breasta/scoreBQ.htmil.

To score BREAST-Q data using QScore:

1. Select the appropriate QScore Excel template corresponding to the version of the BREAST-Q
module you need scored. For example, if you’' ve been administering the BREAST-Q Postoperative
Augmentation Module choose the Post-op Augmentation Template for data entry.

i3
- Hame Insert Page Layout Formulas Data Review View Add-Ins

Post-op BREAST-Q Augmentation Template opened in Excel

2. The second row of each template indicates the valid numerical values allowed for each scale. A value
of ‘88 should be entered if more than one answer choice was selected on the questionnaire, ‘66’ if the
non-applicable (N/A) option was selected and ‘99’ for all missing information.

A B C D E F G H | J K L by
Satisfaction with Breasts
@F‘EXPUMD QScore Values 1-1_ 86, 99 are valid
1a [1b e [1d e [t g 11

Important: Avoid making any changes to the first three rows of the template. Any change to this area
will cause errors when the data isimported to QScore.

3. When entering your data, make sure there are no empty cells within the data template. Missing data or
cells of unused scales should have avalue of ‘99" entered.

A B C D E F G H I J K L b
Satisfaction with Breasts
Values 1-4. 88. 99 are valid
1D 1a [1b e [1d [1e [t [1g [1h [1i [j [k [11
100 2 2 2 2 2

Export to QScore |

1m 2 94

102 94 94 94

2
2 2 2
g 2
103 94 94 9 94 94 4
2
4

2 99 k]
99 99 k]
99 2 k]
99 2 2

k]

o

k]

104 94 94 94
108 2 2

L0 00| || | L | | P | —
e R AT~ RN R S R
[E= RN R T= RN R R )

o

k]
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4. Once you have entered all your BREAST-Q data, press the  Export to QScore’ button in the upper left
corner of the spread sheet. This process will save the datain atab delimited text file, the required format
for input to the QScore program.

A B & D E F G H | J K L M
1 Satisfaction with Breasts

7 |_Bxportto GScore 1 Values 1-4, 88, 99 are valid

3

4 100 2 2 2 2 2 2 2 2 2 2 2

5 101 2 39 2 2 2 2 2 2 2 2 ag

B 102 39 39 2 2 39 2 2 3g ag 2 a9

7 103 39 39 ag 39 39 ag ag 3g a9 ag a9

B 104 39 39 2 2 39 2 ag 2 a9 2 2

3 105 2 2 2 39 2 2 ag 2 2 ag ag

5. Name your file (1) and click ‘ Save’ (2) to saveit to your hard drive. A dialog box will appear with the
following message: ‘ Data has been exported to [chosen directory]. Thisfile will now close and you may
now open the .txt file with the Scoring Utility.

File name: 1 |BreastQFancoring.txt V|

Save 35 LYDEL | Tayt files (*,bxt) W |

2 [ ==

6. Start the QScore program.

7. Select the desired questionnaire version from the ‘ Questionnaire’ drop down list.

File  mbouk, .,

[uestionnaire;

Augmentation [Post)
R econstruction [Pozt)
nuduu:;ul T [r‘u :]
Avgmentation [Pre]
R econstruction [Pre]
R eduction [Pre

[nput File:

www.BREAST-Q.org
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8. Next, click ‘Browse Input File...” and locate the text file you would like to import.

File  mbouk, .,

Cluestionnaire: | Augrientation [Fost) b

[ripuk File: |

9. QScore will automatically score and display the resultsin an internal spread sheet.

File  About,..
[uestionnaire: | Avgmentation [Post] b
[rput File: |F:'xEreastE!"-.Manual"«.-'—‘-.ugmentatinn'xEreastDFu:urSu:u:uring.t:-:t | [ Browveze Input File... J
| 1 2 3 4 5 B 7 : : ~
b 100 Ell o (s (2 o o [0 [ Ne |
101 33 8 28 23 100 72 100 a0 M
102 a7 E1 45 25 100 52 85 100 N
103 N | BS 0 0 100 100 81 100 N
104 38 70 36 42 B9 E7 100 100 N
10. Select * Export Scores' at the bottom of the program window.
105 34 E5 36 25 100 B4 EE a0 M
106 23 100 43 42 100 £2 100 100 M4
107 34 51 38 25 100 B4 85 a0 N
108 26 29 20 22 100 43 B4 100 N A =
Output File: || [ E =port SCDFESE |

www.BREAST-Q.org
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a. Namethefile with the .xIs extension (1) for example, ScoredBreastQ.xIs
b. select ‘All files (*.*)’ from the ‘' Save astype:’ drop down list
c. Click ‘Save’ to complete the export process

-
e #
My Cormputer
t‘l File narne: 1 ScoredBreastl. =z v 3 m
. v
My Metwork  Save astype: D || All files %) ot I [M

11. The *Output File:’ areain QScore now indicates the directory where the scored data has been saved.

105 34 B5 a6 2h 100 B4 1] a0 M
106 a3 100 43 42 100 Ea 100 100 M
107 | 51 aa 2h 100 B4 a4 a0 Mt
108 36 29 20 22 100 45 B3 100 M v
Output File: |_F:'\Breastll b anualhtugmentation' S coredB reastl. =l I |L Export Scores
12. Exit QScore.

Opening QScore output in Excel:

1. Open the Excel spread sheet exported from QScore. A dialog box will appear with the following: ‘ The
fileyou aretrying to open, ‘FILE NAME’, isin adifferent format than specified by the file extension.
Verify that the fileis not corrupted and is from a trusted source before opening the file. Do you want to
open the file now? Select ‘yes

Microsoft Office Excel

Werify that the file is not corrupted and is from a trusted source before opening the File, Do ywou want to open the

j The file vou are krying ko open, 'ScoredBreastd.xls', is in a different Format than specified by the File extension,
file now?

[ Yes [ Mo l [ Help ]

Note: This message appears because thefileis still being read as a text file

www.BREAST-Q.org
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2. The scored datais now opened and formatted for easy viewing in Excel.

( 3\‘ Lg ) - [ ]
—-/ Home Insert Page Layout Formulas Data Review View Add-Ins
= — . L CLLJ L
j Calibri -1 | A== & | Genenl - E :I:Fli-’ﬁ 1
Pa t B £ U || |- A== =(EE EEH- || $ - % 2% 3% Conditional Format €
j ==l I 1% | g I (R Formatting = as Table ~ 5ty
Clipboard & Font iFi Alignment F] Number F Styles
T m -Gl
A B C D E
| 1 2 3 4
2 |ID 1. satisfaction with Breasts 2. Satisfaction with Outcome 3. PsychoSocial Well-being 4. Sexual Well-being
3 | 100 37 100 45 42
4 101 33 86 28 33
3 |102 37 61 45 25
6 |103 NSA 63 0 30
7 |104 38 70 36 42
Save the spread sheet in an Excel format.
1. Saving the spread sheet in an Excel format will prevent the‘...different format...’

received upon opening the file. To do this choose:
a. The office button in Microsoft Excel 2007 ‘File’ in previous versions of Excel
b. Select‘SaveAs...
c. And the Excel format you want from the ‘* Save astype:” drop down list.

@ * o) - = ScoredBreastQ.xds - Microsoft Excel
- & w View Add-Ins
[ j Sa f the d t 1
[ New ve a copy of the documen | e - }” S=e [
(== Excel Workbook CH <35 :ijﬁ. s
~ [l | Save the file as an Excel Workbaoak, i, [% - 9% » % +n ngl cgndiﬁgnm Format |
_;’ Qpen Formatting = as Table = 5t
= Excel Macro-Enabled Workbook :r'T' Mumber = Styles
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4. |nterpretation

All BREAST-Q scores range from 0-100. The scores are computed from the responses to the separate
guestions by adding them together and converting the score to a scale from 0 to 100 (similar to
conversion into a percentage). A higher score means high satisfaction or better health-related quality of
life.

The clinical meaning of BREAST-Q scores and the smallest clinically significant differences are not
yet defined (research is ongoing). However, the interpretation of the clinical significance of BREAST-
Q scoresisfacilitated by the recently available data from a study of 2000 patients at Memorial Sloan-
Kettering Cancer Center in New Y ork (USA). The mean values of QL scores in the general population
are indicated with an arrow on the printout to serve as arough guide for the severity of the limitations/
symptoms. A study of the subjective significance to the patients of changesin QL scores suggests that a
mean change of 5 to 10 on the multi-item scalesis perceived as ‘a little’ change, 10to 20 as‘a

moder ate’ change and greater than 20 as‘very much’ change.

Interpretative data on individual patients' scoresis not available, but longitudinal assessment at
multiple time points should establish a personal norm for each individual patient. Then changes over
time for an individual patient may be best judged in relation to what is‘normal’ for that patient. Itis
also expected that as QL measurement becomes more common in clinical settings, intuitive familiarity
will develop both through individual and collective experience, as has occurred for more established
measures of disease activity and severity. For more information about the BREAST-Q we direct the
reader to Section 8: Further Reading.

5. Technical Data

A description of the development and validation of the BREAST-Q is available in Appendix 9 (From
BREAST-Q © to Q-Score ©: Using Rasch Measurement to better capture breast surgery outcomes.
Cano SJ, Pusic AL, Klassen A. Proceedings from the Joint International IMEKO TC1+ TC7+ TC13
Symposium, 90-102; 2011). For more information about the BREAST-Q, we direct the reader to
Section 8: Further Reading.
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The specific methodology used to produce the versions of the BREAST- Q Augmentation module is

summarized in the table below.

Linguistic validation process

L anguage Forward Backward |Adaptation |Clinician's|Cognitive |International
Trandglation | Translation Review Debriefing | Harmonization

French M ™ Not A M M
applicable

German M ™M Not M
applicable

: M ™ Not A | M
US Spanish applicable

. M ™ Not A ™ M
Swedish applicable

ltalian M ™ Not A ™ M
applicable

, M ™ Not A ™ M
UK English applicable

Norweaian* M M Not A ™ M
9 applicable

_— M ™ Not A ™ M
Polisn applicable

Sovenian® M M Not A ™ M
applicable

* denotes academic trandlations supervised by MAPI institute
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The specific methodology used to produce the versions of the BREAST- Q Reconstruction moduleis

summarized in the table below.

Linguistic validation process

L anguage Forward Backward |Adaptation |Clinician's|Cognitive |International
Trandation | Trandation Review Debriefing | Harmonization
French & & Not . &
applicable
German M M Not M
applicable
. | M Not A M M
US Spanish applicable
Dutch for M ™M Not %} M M
Belgium* applicable
French for M M Not %} M M
Belgium* applicable
Russian for M M Not %} M M
Armenia* applicable
Icelandic* ¥ “ Not ™ ™ &
applicable
Dutch for M M Not %} M ™
Netherlands* applicable
Norwegian* M M Not A M M
applicable
_— | M Not A M M
Polish applicable
Sovenian* M M Not A M M
applicable
_— | M Not A M M
Swedish applicable
Mandarin M M Not %} M ™M
Chinese for applicable
the US*
" | M Not
Czech applicable
Malay for M M Not
Australia* applicable

* denotes academic trandlations supervised by MAPI institute

There are no current trans ations for the Reduction/mastopexy module or the Mastectomy module.
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7. Conditions of Use

The Memorial Sloan-Kettering Cancer and the University of British Columbia hold the copyright of the
BREAST-Q and all itstrand ations (past, on-going and future).To avoid any copyright infringement, a
copyright notice shall be included on the original questionnaire and all its derivatives (including but not
limited to trandations) as follows:

“Memorial Sloan-Kettering Cancer Center and The University of British Columbia© 2006, All rights
reserved”

Use of the BREAST-Q questionnaire requires completion of a User’s agreement with MAPI Research
Trust. For permission to usethe BREAST-Q, please contact: MAPI trust at
PROinformation@mapi-trust.org

The use of the BREAST-Q™ and its modulesin non-profit academic research and in clinical care
isfree of charge.

The use of the BREAST-Q by “for-profit” organizationsis subject to afee per module per protocol.
For questionsregarding feesto be paid by ‘for-profit organizations', please contact:

Y ashodhara Dash, M.B.B.S., Ph.D., M.B.A.
Licensing Associate

Office of Technology Transfer

Memorial Sloan-Kettering Cancer Center
1275 York Avenue,

New York NY 10065

dashy@mskcc.org

For questionsregarding study design and optimal use of BREAST-Q scales, please see
www.breastg.org or contact:

Andrea Pusc MD MHS FACS FRCSC
Memorial Sloan-Kettering Cancer Center
1275 York Avenue

New York NY 10065

pusica@mskcc.org
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8. Frequently Asked Questions

Freqguently Asked Questions: Ethics board (I RB approval)

Do | need local ethics board (IRB) approval ?

If your intent isto collect BREAST-Q data for research purposes, alocal ethics board must review your
methods, patient recruitment, consent and privacy. If you are administering the BREAST-Q for clinical
care, ethics board approval is generally not required. If in doubt, contact your local ethics board.

Freguently Asked Questions: How to use the BREAST-0Q

Dol haveto use all the scales?

No, you do not have to use al scales. Patients can be asked to complete some or all of amodule’s BREAST-
Q scales. It is not necessary for a patient to complete al of the scales within amodule as there is no overall
or total BREAST-Q score. A researcher or clinician may therefore select a subset of scales depending on the
particular purpose of the study or use.

Can | delete any itemsin the BREAST-Q?

No, you cannot delete any itemsin a BREAST-Q scale. Any modification to the content of the
BREAST-Q by deleting an item within a scale is not acceptable. There are three main reasons why
deleting itemsis not allowed. The first isthat deleting items from the BREAST-Q would nullify the
psychometric properties of BREAST-Q scales. The second reason is that by deleting items, it would
then not be possible to score the BREAST-Q and you would not be able to compare findings with those
of other BREAST-Q studies. Finally, deleting items is prohibited under copyright laws.

Can | change the wording of any item in the BREAST-Q?

No, you cannot change any itemsin a BREAST-Q scale. Any modification to the content of the
BREAST-Q by changing an item within a scale is not acceptable. There are three main reasons why
changing itemsis not allowed. Thefirst isthat altering the wording of itemsin the BREAST-Q would
nullify the psychometric properties of BREAST-Q scales. The second reason is by modifying items, it
would then not be possible to score the BREAST-Q and you would not be able to compare findings
with those of other BREAST-Q studies. Finally, changing the wording of itemsis prohibited under
copyright laws.

Can | add any itemsto the BREAST-Q?

No, you cannot add any itemsto a BREAST-Q scale. Any modification to the content of the BREAST-
Q by adding items to a scale is not acceptable. There are three main reasons why adding itemsis not
acceptable. Thefirst isthat adding items to the BREAST-Q would nullify the psychometric properties
of BREAST-Q scales. The second is that by adding items, the scale can no longer be scored, making it
impossible to compare findings with those of other BREAST-Q studies. Finally, atering the BREAST-
Q by adding items is prohibited under copyright laws. Y ou may have however ask any additional
guestions that you wish as long as they are separate from the BREAST-Q scales. Y ou can’t consider
these questions to be part of the BREAST-Q.

Which moduledo | usefor oncoplastic procedures?

For oncoplastic surgery procedures, the BREAST-Q Reduction/Mastopexy module and the BCT module
are recommended depending on the exact nature of the procedure (i.e. for oncoplastic breast reduction, use
Reduction module; for oncoplastic lumpectomy/glandular remodelling, use BCT module). For patients
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Which moduledo | usefor fat grafting procedures?

For patients undergoing fat grafting procedures, either the BREAST-Q Reconstruction or Augmentation
modules may be used depending on the indications for the procedure (i.e. correction of defect following
oncologic resection or cosmetic augmentation).

Frequently Asked Questions: Trandation of the BREAST-O

Can | trandlate the BREAST-Q into a new language?

For trand ation of the BREAST-Q scales contact MAPI research trust. This organization will provide
you with acurrent list of available languages of each module, and if alanguage is not available, the
tranglation guidelines for linguistic validation and translation.

PROInformation@mapi-trust.org

http://www.mapi-trust.org/services/questionnairelicensi ng/catal oguequestionnaires/111-breast-q

Freguently Asked Questions: Administering the BREAST-0O

Who helps patients to complete the questionnairein clinic?
The BREAST-Q scales were designed for self-completion.

Are there specific time points when patients complete the scales?

A researcher or clinician can decide the time points (pre and post-operatively) he or she would like to
administer the scales. Each module of the BREAST-Q has a pre-operative and post-operative version. The
post-operative version includes al the pre-operative itemsin addition to items that address unique
postoperative issues (e.g. scars).

Isthere an electronic version | can use, or can | code a version for online administration with my
patients?

A validated electronic version of the BREAST-Q isin development. Please contact the authors for the
availability.

Can | automate my own scoring system for online data collection?

A webserver system for real-time scoring is currently in development. Please contact the authors for the
availability of this online system.

Freguently Asked Questions: Patient questions about the BREAST-0O

What should | do if the patient refusesto fill out the BREAST-Q?

For research purposes, patients have the right to refuse to participate in a study. If the BREAST-Q is
being used in clinical practice and the patient does not wish to complete the questionnaire, it is helpful
to explain to the patient that BREAST-Q datais being collected to provide their healthcare provider
with a complete understanding of their health as it relates to breast surgery. Y ou can emphasize that the
BREAST-Q is quick and simple to complete.

What should | do if the patient does not want to answer to some or all of the questions?

If non-completion isaresult of the patient having trouble understanding a particular question, ask her
to explain why she had difficulty responding and read the question verbatim for them. Do not rephrase
the question. If the patient is still unable to answer the question, it is still possible to score a BREAST-
Q scale with missing data.
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If the patient does not like a particular question, or thinks it is unnecessary or inappropriate, emphasize
that she can write her comment on the BREAST-Q and use all the space needed to express herself.

What should | do if the patient asks for clarification of a question?

While completing the BREAST-Q, some patients may ask for clarification of a particular question so
that they can better understand and respond to it. Y ou can help by rereading the question verbatim, but
do not try to explain what the question means, rather suggest that the patient uses /her own
interpretation of the question. All patients should answer the questions based on their own
understanding of the items.

What should | do if a patient asks why the BREAST-Q has to be filled out on more than one
occasion (if administering the BREAST-Q prospectively)?

Explain that patients must complete the same BREAST-Q at additional visitsin order to seeif their
answers change with time. This will give a more complete picture of how a her health-related quality of
life and satisfaction changes over time.

Frequently Asked Questions: Scoring of the BREAST-0Q

How do | scorethe BREAST-Q?

In order to achieve high quality data, the BREA ST-Q data must be scored appropriately using QScore
software. It is crucial that raw responses provided by patients be transformed into BREAST-Q scores
using the Q-Score program. This program is provided free of charge on our Web site (www.BREAST-
Q.org). Using this program, researchers and clinicians are able to convert their raw guestionnaire data
into summary scores for each BREAST-Q scale. Scoreswill range from 0 to 100 (with a higher
number indicating higher satisfaction or better quality of life). The transformation is essential, as it
Is through this process that the ordinal-level data are linearized by means of item calibrations. Using
Q-Score, researchers may then compare their sample of patients with patients from different studies
that have also used the BREAST-Q as all will be on acommon metric.

I sthere onetotal score for the BREAST-Q?

No, there is no summary score for all the BREAST-Q scales. Instead, each scale isindependently
scored. BREAST-Q scores are computed by using the Q-Score program, which is provided free of
charge at www.breast-g.org.

How do | enter missing data?
Missing data should be entered as ‘99’ in the appropriate scoring template. If aresponseisleft blank in
the template, the scoring software will give you an error message.

What do | doif a patient has selected more than one response to a question?

If the patient has selected more than one response to a question the patient has not responded properly
to the question and the response should be scored as ‘88’ in the appropriate scoring template to indicate
the patient has responded with a double answer.

What do | doif a patient has selected ‘ not applicable’ or written ‘not applicable’ on the
questionnaire?

If the patient has indicated their response to aquestion is ‘not applicable’ enter ‘66’ in the appropriate
scoring template.
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