- The DialogueStudy -
Results from The Netherlands & Beyond...

Presented by: Lina M. Martins, RN, BScN, MScN, CETN(C)
APN, Clinical Nurse Specialist, Enterostomal Therapy Nurse
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Agenda
« Introduction
- Rationale for the DialogueStudy

- Background —demographics, tools, methods
- Netherlands & Global Key Results
(physical & quality of life)

- Next Steps — “A Canadian Perspective”
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Thank You....

Partnerships which made this research possible:

- Patients
- Stoma Care Nurses
- Global Advisory Board members

« Industry — Coloplast
Adrianne van Galen Education Manager Coloplast Academy
Anne Steen Hansen international Senior Project Manager
Mette Kaad Jensen international Project Manager: DialogueProgramme
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"f‘n
/4, London Health
Sciences Centre

- teaching hospital in London, Ontario, Canada

- merger of two nationally recognized hospitals - University Hospital and Victoria
Hospital

- teaching, research, health-care facility - 700,000 inpatients, outpatients,
emergency/trauma patients annually

- adult and paediatrics - 744 beds, 44 bassinets

- tertiary care and trauma centre
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Rationale for the DialogueStudy
1T R.I.C.H.O

R Real-Life Setting - different people, different cultures
10 Investigation of relationships using evidence-based tools

(valuable data for our clinical practice)
T1C1 Challenges - appliance leakage, peristomal skin disorders, QoL
"JH[  Healthy Peristomal Skin

(appropriate ostomy appliance + stoma care nurse guidance)
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Why is the DialogueStudy important?

~ ~

Peristomal skin conditions are very common
and significantly impact quality of lifel-

\—

S
(A need to demonstrate to people with an h
ostomy that they can improve/maintain their
peristomal skin with the help of a SCN and

\by using an appropriate ostomy appliance )

1. Ratliff CR et al. 3 Wound Ostomy Continence Nurs 2005;32:33-7

2. Herlufsen P et al. Brit J Nursing 2006;15:854—62.

3. Herlufsen P et al. Poster presented at WCET Conference, Hong Kong, China, July 3— 6 2006;

4. Jemec G et al., Poster presented at the ECET Conference in Salzburg, Austria, June 17-20, 2007
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How was this achieved...

Collaboration from around the world in
developing the DialogueStudy...

+ More than 3000 people with a stoma
+ 500 Surgeons/Stoma Care Nurses collaborated from around the world

+ 18 countries participated in the study

« In The Netherlands, 94 participants enrolled from 7 centres
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Assessment Tools

Ostomy Skin Tool Stoma-QoL

Objective, validated and Simple, validated questionnaire
structured way of monitoring and specifically designed
assessing peristomal skin for people with an ostomy

Coloplast® =
Academy @ Coloplast
DialogueStudy Design Participant Involvement
Visit 1
Study start 6-8 weeks
Current appliance
Adverse events reported
SenSura start
*Case history -Stoma-QolL

*Stoma-QoL
*Ostomy Appliance

*Ostomy Appliance
Questionnaire

Questionnaire . «Ostomy Skin Tool
+Ostomy Skin Tool +Self-assessment
*Self-assessment
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The Netherlands & Global Pooled Data
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DialogueStudy Participants per Country

Country Number of Country NI Total no. of
o - participants
participants participants

USA 701 Japan 110 3,017

France 522 Argentina 104 More than 500
Poland 261 Denmark 100 health care
Germany 166 Netherlands 94 professionals
United Kingdom 140 Czech Republic 92

Portugal 136 Iceland 73

South Korea 132 Slovakia 61

Spain 131 Canada 43

Italy 115 Australia 36
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Participant Demographics

Parameter Participants Participants

Male 41.5% 49%
Female 58.5% 51%
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Frequency of Consultation with SCN

® [ ess than 1 month ago
= 1-6 months ago
= More than 6 and less

than 12 months ago
= 12 months ago or more
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http://www.google.ca/imgres?imgurl=http://img1.loadtr.com/b-483295-World_Map.gif&imgrefurl=http://en.loadtr.com/World_Map-483295.htm&h=1060&w=1800&sz=135&tbnid=YwhnU9Ar51UyJM:&tbnh=88&tbnw=150&prev=/search?q=world+map&tbm=isch&tbo=u&zoom=1&q=world+map&hl=en&usg=__3Z29G2gueNjbQgqJXrIwJEPbBGY=&sa=X&ei=dljITbrPMNGdgQePwYnLBA&ved=0CD4Q9QEwBA
http://www.google.ca/imgres?imgurl=http://img1.loadtr.com/b-483295-World_Map.gif&imgrefurl=http://en.loadtr.com/World_Map-483295.htm&h=1060&w=1800&sz=135&tbnid=YwhnU9Ar51UyJM:&tbnh=88&tbnw=150&prev=/search?q=world+map&tbm=isch&tbo=u&zoom=1&q=world+map&hl=en&usg=__3Z29G2gueNjbQgqJXrIwJEPbBGY=&sa=X&ei=dljITbrPMNGdgQePwYnLBA&ved=0CD4Q9QEwBA
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Percentage of Peristomal Skin Disorders

2%
1%

= Normal

| [rritant contact dermatitis
u Allergic contact dermatitis
2% ® Mechanical trauma

6% H Disease related
505 4%

3% 104 | |nfection
u Other
>1 reason
4% L
0 Missing
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The combination of evidence-based nursing and
SenSura® improved skin condition
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Skin disorders improved between study start
and study end for the participants o

2% = Normal

® |rritant contact

dermatitis
u Allergic contact

dermatitis
® Mechanical trauma

H Disease related

u Other
®>1 reason
Visit 1 Visit 2 Missing
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The peristomal skin is affected by Ieakage...

»
&

J

/

o 3
8 25 N
S 2
- 2 AN
ol 15 N— —Study start

1

0,5

0

Always Often Sometimes Rarely Never
Leakage level
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Summary of Factors Affecting Peristomal Skin
(start of the DialogueStudy)

+ Significant effect

- Temporary vs.

- Age
+ Time since surgery

« Reason for ostomy
creation

- Type of ostomy
(ileostomy vs.
colostomy)

- Leakage level

permanent ostomy

 Type of ostomy

appliance (2-piece
vs. 1-piece; convex
VS. NoN convex)

- Gender
+ Frequency of clinic

No effect

visits prior to study start

Coloplast®
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Summary of Factors Affecting Improvement in Peristomal
Skin (during the DialogueStudy)

+ Significant effect*

« Severity of peristomal
skin disorder at baseline

- Time since surgery

baseline

- Reason for ostomy

No effect

- Stoma-QoL value at * Frequency of clinic

visit prior to study

« Permanent vs.
temporary ostomy

* Type of ostomy creation
+ Age - Ostomy appliance
. Gender (1-piece vs. 2-
piece)
*Statistically significant change from study start to study end
Coloplast® _
Academy & Coloplast
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Global Pooled Quiality of Life (QoL) Data
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The overall QoL improved from study start to study end

65

63

61

59

57 4

55 +

53

60
| Visit 1

58 (Current)
Visit 2
(SenSura)

Overall change in QoL
score globally
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QoL improved for people with an ileostomy or a colostomy

60,5

596,2 /
59 /
/

58,5 &

58
=o—Colostomy

lleostomy

57,5

57

Stoma-QoL scores

56,5

56

55,5

55
Study start Study end
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QoL is affected by leakage

65
63
61

- —
55 /
/

53
51
49
47
45

Stoma-QOL score

Always Often Sometimes Rarely Never
Leakage level
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Leakage affects both QoL and the severity of the
Peristomal Skin Disorder

Leakage

Peristomal PpAslelefad Quality of

skin life
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Summary of Factors Affecting QoL
(start of the DialogueStudy)

+ Significant effect No effect

- Severity of + Planned vs. . Permanent vs.
peristomal unplanned temporary ostomy
skin disorder - Leakage level . Type of ostomy

« Gender + Reason for ostomy - Frequency of clinic

+ The time since creation visits prior to study start
surgery - Ostomy appliance (1-

- Years of age piece vs 2-piece;

convex vs. Non-convex)

» Time since visit to
stoma care nurse
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Summary of Factors Affecting the Improvement in QoL

(during the DialogueStudy)

+ Significant effect*

- Male vs. Female
- Leakage level

« Stoma-QoL score at
Visit 1

No effect

» The time since

surgery

- Years of age
- Type of ostomy
- Permanent vs.

temporary ostomy

- Severity of

peristomal
skin disorder at
baseline

+ Frequency of clinic

visits prior to study
start

*Statistically significant change in QoL from study start to study end
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Next Steps — “A Canadian Perspective”

+ Dissemination of DialogueStudy data

+ Best Practice Guidelines “Ostomy Care & Management”

— supports the use of a validated instrument for assessing peristomal skin

Acute care + community care

—

Staff training using the OST and AIM Guide
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Global DialogueStudy Data

contents

4 Introduction to the DialoguaStudy:
methods and baseine demographic findings
Bt ivang Andersan, Pk vom Kelzsrymasre,
Mara Manseh Casto, Elesbeth Englh, Dol Carter
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Published in Gastrointestinal Nursing supplement March 2011

Coloplast®
Academy

% Coloplast

5/24/2011

15



5/24/2011

Contact Information:

lina.martins@lhsc.on.ca

Coloplast®

Academy wp Coloplast

References

List is available upon request
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