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�� What is What is proctitisproctitis, and why important, and why important
�� Progress to dateProgress to date

�� Report ph3Report ph3

�� Prelim. Pilot experiencePrelim. Pilot experience

�� Phase IV studyPhase IV study
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�� Characterized by Characterized by 
�� rectal bleedingrectal bleeding
�� blood /clots, blood /clots, 
�� extreme bowel urgency,extreme bowel urgency,
�� abdominal pain, abdominal pain, 

�� Current toxicity scales Current toxicity scales 
�� focus on rectal bleedingfocus on rectal bleeding
�� Do not include Do not include 

�� �� ��
��!����
�� ��
��!����

"����	������"����	�������� abdominal pain, abdominal pain, 

�� diarrhoea, diarrhoea, 
�� faecal and/or mucous faecal and/or mucous 

incontinence. incontinence. 
�� Feeling that you want to goFeeling that you want to go

�� Radiation Radiation proctitisproctitis
�� Also occurs months years Also occurs months years 

AFTERAFTER radiotherapyradiotherapy

��

�� "����	������"����	������
�� "����	"����	

�� Poorly understoodPoorly understood
�� Not one pathologyNot one pathology
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�� Incidence 2% Incidence 2% --20%.20%.
�� UnderestimatedUnderestimated

�� Increasing prevalence Increasing prevalence 
�� Use RT for pelvic Use RT for pelvic 

�� Characterise syndromesCharacterise syndromes
�� Factor analysisFactor analysis
�� Establish endpointEstablish endpoint

�� Use RT for pelvic Use RT for pelvic 
malignancymalignancy

�� ����	�	�$
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�� Doses of RTDoses of RT
�� Concurrent Concurrent 

chemotherapychemotherapy

�� Profile the impact Profile the impact 
�� Efficacy endpointEfficacy endpoint

�� ��������
�	�������������
�	�����

�� Better targeting of Better targeting of 
therapy interventionstherapy interventions
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�� Phase Phase IaIa: Generation of : Generation of 
quality of life issuequality of life issuess

�� 72 publications 38 items72 publications 38 items

�� Phase Phase IbIb: Interviews with : Interviews with 
HPs and patients HPs and patients 

�� Phase II: Phase II: ProvisProvis module module 
ConstructionConstruction

�� Reviewed with item bankReviewed with item bank
�� 25 items25 items

�� Phase III: PrePhase III: Pre--testingtestingHPs and patients HPs and patients 
�� 7HPs, 10 patients, 7HPs, 10 patients, 
�� RewordingRewording
�� 4 issues combined4 issues combined
�� 8 issues removed, covered  8 issues removed, covered  

by C30by C30
�� 4 new Items4 new Items
�� 26 items26 items

�� Phase III: PrePhase III: Pre--testingtesting
�� 5 HPs, 28 patients5 HPs, 28 patients
�� Question revising, 2 deletionsQuestion revising, 2 deletions
�� 21 Items21 Items
�� optional feedback questionsoptional feedback questions––

‘Would you like more ‘Would you like more 
assistance with your bowel assistance with your bowel 
problem?’problem?’

�� TRANSLATEDTRANSLATED

��
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�� The 21The 21--item module was translated into item module was translated into 
Norwegian, German, French and Italian. Norwegian, German, French and Italian. 

�� 64 European patients undergoing high dose 64 European patients undergoing high dose �� 64 European patients undergoing high dose 64 European patients undergoing high dose 
radiotherapy to their pelvis.radiotherapy to their pelvis.

�� QLQC30 and QLQC30 and ProctitisProctitis modulemodule
�� Structured interviews for relevance and Structured interviews for relevance and 

comprehensioncomprehension
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Patient characteristics Norway Germany France Italy Europe Australia

Number of patients 15 15 11 23 64 28

Mean age in years (SD) 67(9) 70 (7) 64 (8) 67 (10) 67 (9) 72(9)

Range in years 48-79 56-79 49-79 39-80 39-80 58-87

Percent Male 69% 100% 91% 65% 78.0% 78.6%
Diagnosis

- Prostate 8 14 8 14 44 18- Prostate 8 14 8 14 44 18
- Bladder 3
- Gynaecological Cancer 1 7 8
- Rectal Cancer 5 2 1 8 2
- Anal Canal 1 1 1 3 3
- Non-Hodgkin’s Lymphoma 1 1 1

- Hodgkin’s Lymphoma 1
Total 15 15 11 23 64 28

Currently on treatment 15 15 2 9 41 (64%) 13 (46%)
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Europe (n=64) Australia (n=28)

Qs number Mean (SD) 
(1=not at all, 
2=a little, 3= 
quite a bit, 4= 
very much)

Range Prevalence 
ratio

Mean (SD) 
(1=not at all, 
2=a little, 3= 
quite a bit, 4= 
very much)

Range Prevalence 
ratio

31. Have you had a bloated feeling in your abdomen? 1.73(0.72) 3 61% 1.44(0.62) 2 39%

32. Were you troubled by passing wind/gas/flatulence? 2.00(0.82) 3 69% 1.83(1.04) 3 50%

33. Have you had excessive gurgling noise from your   1.73(0.73) 3 56% 1.56(0.86) 3 39%

�� This table provides an analysis of the scores providedThis table provides an analysis of the scores provided

33. Have you had excessive gurgling noise from your   
abdomen?

1.73(0.73) 3 56% 1.56(0.86) 3 39%

34. Have you had unintentional release (leakage) of 
wind or mucous?

1.58(0.69) 3 48% 1.61(0.85) 3 44%

35. Have you had unintentional release (leakage) of 
liquid stools?

1.53(0.76) 3 41% 1.56(0.92) 3 33%

36. Have you needed to get up at night to open your 
bowels?

1.44(0.77) 3 31% 1.67(1.03) 3 39%

37. Have you had abdominal pain or cramping not 
related to bowel movement?

1.34(0.67) 3 25% 1.39(0.85) 3 22%

38. Have you had pain/discomfort related to your anal 
opening (back passage)?

1.81(0.91) 3 53% 1.67(0.97) 3 44%

39. Have you had pain in your rectum (deep inside your 
back passage)?

1.46(0.78) 3 31% 1.5(0.99) 3 28%
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Europe (n=64) Australia (n=28)

Qs number Mean (SD)
(1=not at all, 
2=a little, 3= 
quite a bit, 4= 
very much)

Range Prevalence 
ratio

Mean (SD) 
(1=not at all, 
2=a little, 3= 
quite a bit, 4= 
very much)

Range Prevalence 
ratio

40. Have you had bright blood in your motions? 1.30(0.59) 2 23% 1.5(0.92) 3 28%

41. Have you had dark blood clots in your motions? 1.09(0.34) 2 8% 1.0(0) 0 0%

42. Does passing water cause your bowels to act 
immediately?

1.50(0.74) 3 37.5% 1.5(0.62) 2 44%

43. Have you had to wear a pad because of your bowel 1.41(0.83) 3 25% 1.78(1.06) 3 44%43. Have you had to wear a pad because of your bowel 
problems?

1.41(0.83) 3 25% 1.78(1.06) 3 44%

44. Have you had difficulty going our of the house, 
because you needed to be close to a toilet, because 
of bowel problems?

1.64(0.80) 3 47% 1.61(0.98) 3 33%

45. Have your daily activities been limited by your 
bowel problems?

1.56(0.73) 3 44% 1.61(1.09) 3 28%

46. Did your treatment restrict the types of food you  
can eat due to your bowel problem?

1.66(0.88) 3 44% 1.83(1.25) 3 33%

47. Did you worry about your bowel problem? 1.76(0.80) 3 55% 1.89(1.13) 3 50%

48. Did you feel embarrassed by your bowel problem? 1.53(0.86) 3 33% 1.61(0.98) 3 33%

49. How unhappy would you feel if you lived the rest 
of your life with your bowel habit as it is now?

2.30(1.21) 3 61% 1.94(1.16) 3 44%
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�� Prevalence ratios appeared dependent on whether patients Prevalence ratios appeared dependent on whether patients 
were were currently on treatment currently on treatment or had or had completed treatmentcompleted treatment..

� Questions 37 + 41 met some of the criteria for deletion in 
Europe and Australia

� “have you had cramping not related to bowel action”� “have you had cramping not related to bowel action”
� “Have you had dark clots in your motion”. 

� However, questions were not deleted because responses 
depend on the severity of proctitis

� Testing with a larger sample will enable us to determine 
when symptoms are more likely to be experienced. 
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�� Participant suggestions in 5 countries used to develop an Participant suggestions in 5 countries used to develop an 
updated version of the module updated version of the module -- EORTC QLQ EORTC QLQ –– PRTPRT--2323

� 2 additional questions added: 

� Have you been unable to wait 15 minutes 
to open your bowels?to open your bowels?

� Have you had the feeling of being unable 
to completely empty your bowels?   
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�� Patients 330ptsPatients 330pts
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�� Assessed Assessed Assessed Assessed 
�� 7�������7�������
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�� Employed an “earlier” Employed an “earlier” 
version version 

�� to demonstrate NOT toxicto demonstrate NOT toxic

�� , , 
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�� Descriptive frequencyDescriptive frequency
�� Exploratory factor Exploratory factor 

analysisanalysis
�� ExtractionExtraction

�� Conceptualised Conceptualised 
domainsdomains
�� SymptomsSymptoms

�� )����
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ExtractionExtraction
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�� RotationRotation
�� ����=��
����=��
�����>�����>
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�� Function impactFunction impact
�� Emotional consequenceEmotional consequence

�� Need guidance on Need guidance on 
analysisanalysis
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�� AIM: AIM: 

�� Identify “symptom Identify “symptom 
scales” that reflect scales” that reflect 
the toxicity of the toxicity of 
treatmenttreatment

�� Factor analysis shows Factor analysis shows 
that “associated that “associated 
questions” change in questions” change in 
response to treatment response to treatment 
toxicitytoxicitytreatmenttreatment

�� “new symptom “new symptom 
combinations”  combinations”  --
better characterise/ better characterise/ 
understand the understand the 
syndromessyndromes

toxicitytoxicity

�� Is this the best way? Is this the best way? 

�� Your adviceYour advice
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AIMSAIMS
�� Assess scale structure, reliability and Assess scale structure, reliability and 

validity and crossvalidity and cross--cultural applicability cultural applicability 
�� AssessAssess

�� Acute = radical EBRT pelvic situationsAcute = radical EBRT pelvic situations
�� Chronic = established chronic Chronic = established chronic proctitisproctitis

situationsituation
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�� Acute:Acute:
�� Radiation to Pelvic Radiation to Pelvic 

tumour tumour 
�� '�,!,
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�� Chronic:Chronic:
�� Established chronic Established chronic 

proctitisproctitis
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�� Radical radiation Radical radiation 
dose (>50 dose (>50 GyGy).).
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�� Acute Acute ProctitisProctitis::
�� 55--10 cases per item (Schwab et al 1980)10 cases per item (Schwab et al 1980)

�� /+
�	���
E
/+1
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E
/+1
�����

�� To facilitate discriminative analysis with 90% To facilitate discriminative analysis with 90% �� To facilitate discriminative analysis with 90% To facilitate discriminative analysis with 90% 
confidence, 10% margin error confidence, 10% margin error 

�� E/:FE/:F

�� 20% drop out 20% drop out 
�� E0/1E0/1
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�� Acute Acute ProctitisProctitis::
1.1. >2 weeks prior RT>2 weeks prior RT
2.2. During first week RTDuring first week RT

3.3. End of treatmentEnd of treatment
4.4. At 3At 3--6 months post 6 months post 

treatment.treatment.
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�� Chronic Chronic ProctitisProctitis::
Patient selected Patient selected time pointstime points
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�� The study is now open for recruitment! The study is now open for recruitment! 

Contact Details:Contact Details:
Professor Nigel SpryProfessor Nigel Spry Dr Georgia Dr Georgia HalkettHalkett
Radiation Oncology, Sir Charles Gairdner Hospital Radiation Oncology, Sir Charles Gairdner Hospital WA Centre for Cancer and Palliative CareWA Centre for Cancer and Palliative Care
Email: Email: nigel.spry@health.wa.gov.aunigel.spry@health.wa.gov.au Email: Email: g.halkett@curtin.edu.aug.halkett@curtin.edu.au


