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CASE REPORT FORM
MASSAGE THERAPIST COPY

CONFIDENTIAL
Comparative Effectiveness Study of the Clinical and Cost Outcomes of Massage for the Management of Chronic Low Back Pain in Australia.
Protocol Number

ETH16-0812
Participant’s Initials
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Allocation Number

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Baseline Date


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 






  d        d        m       m       y        y






	Procedure
	Visit 1
	One month
	Two months
	End

	
	Screening and Baseline
	Tx
	Tx
	Follow Up

	
	Day 1
	
	Therapist returns
	Patient returns

	Patient Information Form distributed and read
	X
	
	
	

	Written informed consent
	X
	
	
	

	Meet inclusion and exclusion criteria
	X
	
	
	

	Medical history and current medication usage
	X
	
	
	

	Demographics
	X
	
	
	

	Diaries distributed
	X
	
	
	

	Diaries checked, returned and new one distributed1
	
	X
	X
	

	Diary returned
	
	
	
	X

	Modified Graded Chronic Pain Scale
	X
	X
	X
	X

	Oswestry Low Back Pain Disability Questionnaire
	X
	X
	X
	X

	EQ-5D-5L Europe Quality of Life Questionnaire
	X
	X
	X
	X

	McGill Pain Questionnaire
	X
	X
	X
	X

	Adverse events recorded (Case Report)
	
	X
	X
	X

	Other medications recorded (Case Report)
	
	X
	X
	X


1. Diaries not returned to participants
Instructions for the completion of Case Report Form (CRF)
· All CRF’s must be legibly completed using a black ballpoint pen

· Any corrections must me made by striking out with a single stroke of pen

· All corrections must be dated and initialed by investigator or a nominee

· Missing values must be recorded as ND = Not Done

· All dates should be recorded in the following format dd/mm/yy

· Patients must initial questionnaires as proof of completion 

	Principal Investigator:
	Dr Amie Steel


	

	Protocol Number: ETH16-0812

	Participants’ Initials  FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


	

	Participant

	

	Allocation Number assigned to this Participant:  FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


	

	
	Date   FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


	                                                                                            d        d        m       m      y       y

	Date of Birth      FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
                Male   FORMCHECKBOX 
        Female   FORMCHECKBOX 



	                                    d      d       m       m       y      y

	Informed Consent

	Has written consent been obtained? 
	Yes   FORMCHECKBOX 
        No   FORMCHECKBOX 



	When did the participant give informed consent?  
	Date   FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


	
	               d       d       m       m      y       y


By signing and dating this page of the Case Report Form for the study and subject identified above, I declare that informed consent was obtained from the subject, and that the information contained on the attached pages of this patient’s Case Report Form corresponds to this patient.  The information herein -

1.
has been reviewed by me or my delegate, and 

2.
is accurate, and

3.
includes the results of tests and evaluations performed on the dates specified.

	
_____________________________________
	___/___/___

	
Massage Therapist’s Signature
	dd/mm/yy


	Baseline Inclusion Criteria
	Yes
	No

	1.
	Between the age of 18 and 80 years old
	(
	(

	2.
	No massage for low back pain previously from a qualified, registered massage therapist
	(
	(

	3.
	Grade 1 or higher on the Modified Graded Chronic Pain Scale
	(
	(

	4.
	Chronic low back pain for longer than 6 months
	(
	(

	Baseline Exclusion Criteria
	
	

	Disclaimer: The Key exclusion criteria is based on standard recommendations to avoid massage. 
The massage therapist is to decide if they would normally conduct massage on the participant or not.
	
	

	1.
	Any person who is unable to read, understand or acknowledge what it means to be in the study.
	(
	(

	2.
	A person with open wounds on the back including cuts, lacerations or grazes
	(
	(

	3.
	Diagnosed muscle or tendon tears, partial tears or ruptures around the back or buttocks
	(
	(

	4.
	A person with contusions on the back or buttocks
	(
	(

	5. 
	A person with burns, chilblains or broken bones
	(
	(

	6.
	Diagnosed periostitis or bursitis
	(
	(

	7.
	A person with infections of the skin or soft tissue on their back
	(
	(

	8.
	Diagnosed with haemophilia
	(
	(

	9.
	A person with a solid tumour on their back or abdomen
	(
	(

	Is Participant suitable for inclusion in study? 

(All inclusion criteria ticked YES and all exclusion criteria ticked NO)                                                                   Yes   FORMCHECKBOX 
        No   FORMCHECKBOX 




	DEMOGRAPHICS

	

	Date of Birth      FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
                Male   FORMCHECKBOX 
        Female   FORMCHECKBOX 



	                              d        d      m       m      y        y 


	Social History

	Marital Status
	( Single
	( Married
	( Separated

	
	( Divorced
	( Widowed
	( Significant Other

	Occupation (if retired, former occupation):
	

	
	


	Race

	
	( Caucasian
	( Aboriginal/Torres Strait Islander
	( Asian (Indian)

	
	( Other
	

	
	


	History of Illnesses

	Childhood:
	
	

	( Measles
	( Mumps
	( Chicken Pox

	( Congenital Abnormalities
	( Other
	

	Adult:
	
	

	( Coronary heart disease
	( Asthma
	( Bone or joint problems 

	( Diabetes
	( Respiratory problems
	( Colon problems 

	( Emotional problems
	( Epilepsy / seizures
	( Stomach problems

	( Stroke / paralysis
	( High Cholesterol 
	( High / Low blood pressure

	( Kidney disease
	( Liver disease / hepatitis
	( Migraines

	( Skin problems
	( Sexually transmitted diseases
	

	( Other health problems
	

	
	

	
	


	Surgery

	
	Have you ever had any surgery?
	( No
	( Yes

	         If yes, please list:

	
	

	
	

	
	
	


	Allergies

	
	Do you have any allergies?   FORMCHECKBOX 
   Yes             FORMCHECKBOX 
 No

	( Iodine - shellfish
	( Bee sting / insect bite
	( Adhesive tape
	( Latex
	( Peanuts
	( Penicillin

	( Drug allergies: (specify)
	

	( Food / environmental allergies (specify)
	

	( Other allergies: (specify)
	

	
	

	
	


	Habits

	Do you drink caffeinated beverages?
	( Yes 
	( No
	How much?
	
	Daily / weekly

	Do you drink alcoholic beverages?
	( Yes 
	( No
	How much?
	
	Daily / weekly

	Do you smoke?
	( Yes 
	( No
	How many?
	
	Daily / weekly

	Do you take recreational drugs?
	( Yes 
	( No
	How often?
	
	Daily / weekly

	
	

	

	Medications

	Are you currently taking any medication (including over the counter medications such as vitamins, antihistamines, aspirin and herbal remedies?)
	( Yes
	( No

	Name
(use generic or trade name)
	Route
(eg. oral)
	Daily Dosage (mg)
	Reason for Use
	Date

	
	
	
	
	From
	To

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Date: __________________________​____  Study Coordinator: __________________________________

	​​​​​​ 
	
	
	
	


Patient Reported Outcome Measures Links

Please clink on the link below and complete each of the questionnaires below:
Link to online PROMs for baseline (EXPECT and AAMT questionnaires)
Second Contact Point

Month 1 of Treatment
Date:______________

Patient Reported Outcome Measures Links

Please clink on the link below and complete each of the questionnaires below:

Link to online PROMs for baseline (AAMT questionnaires)
	
	Change to medications
	Adverse events
	Date
	Signature

	Diary 1 (Month 1)

	Y          N
	Y          N
	
	

	


	Adverse Event Form

	Record all adverse experiences related to the massage treatment that the participant has had in the past month.

	Adverse Event Details
	Date of Onset

dd/mm/yy
	Date Ended

(Enter date or circle “O” if ongoing)

dd/mm/yy
	Severity
1 = Mild

2 = Moderate

3 = Severe


	Action Taken
(please mark all applicable)

0 = None

1 = Medication – please record on medication page
2 = Withdrawn from study
3 = Other – please specify

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1    2    3  
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3   
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Change to Medication

	Record all changes to medication in the past month.

	Medication

 (Use Generic or Trade Name - Use trade name for fixed combinations only).
	Route

PO:     oral 

IV:      intravenous bolus

INF:    intravenous infusion

IM:     intramuscular

O:       other
	Dose*

(e.g 50mg, 10mL)
	Frequency (e.g twice daily)
	Date Began

dd/mm/yy
	Date Ended

(Enter date or circle “O” if ongoing)

dd/mm/yy
	Indication 

(please specify why medication taken)

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


*Specify the dose given in a single administration

	Symptom Form

	Record all symptoms and illnesses the participant has had during the past month.

	Symptom Details
	Date of Onset

dd/mm/yy
	Date Ended

(Enter date or circle “O” if ongoing)

dd/mm/yy
	Severity
1 = Mild

2 = Moderate

3 = Severe


	Action Taken
(please mark all applicable)

0 = None

1 = Medication – please record on medication page
2 = Withdrawn from study
3 = Other – please specify

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1    2    3  
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3   
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Third Contact Point
Month 2
Date: ________________

Patient Reported Outcome Measures Links

Please clink on the link below and complete each of the questionnaires below:

Link to online PROMs for baseline (AAMT questionnaires)
	
	Change to concomitant medications
	Adverse events
	Date
	Signature

	Diary 2 (Month 2)

	Y          N
	Y          N
	
	

	
	
	
	
	

	Adverse Event Form

	Record all adverse experiences related to the massage treatment that the participant has had in the past month.

	Adverse Event Details
	Date of Onset

dd/mm/yy
	Date Ended

(Enter date or circle “O” if ongoing)

dd/mm/yy
	Severity
1 = Mild

2 = Moderate

3 = Severe


	Action Taken
(please mark all applicable)

0 = None

1 = Medication – please record on medication page
2 = Withdrawn from study
3 = Other – please specify

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1    2    3  
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3   
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


	Change to Medication

	Record all changes to medication in the past month.

	Medication

 (Use Generic or Trade Name - Use trade name for fixed combinations only).
	Route

PO:     oral 

IV:      intravenous bolus

INF:    intravenous infusion

IM:     intramuscular

O:       other
	Dose*

(e.g 50mg, 10mL)
	Frequency (e.g twice daily)
	Date Began

dd/mm/yy
	Date Ended

(Enter date or circle “O” if ongoing)

dd/mm/yy
	Indication 

(please specify why medication taken)

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


*Specify the dose given in a single administration

	Symptom Form

	Record all symptoms and illnesses the participant has had during the past month.

	Symptom Details
	Date of Onset

dd/mm/yy
	Date Ended

(Enter date or circle “O” if ongoing)

dd/mm/yy
	Severity
1 = Mild

2 = Moderate

3 = Severe


	Action Taken
(please mark all applicable)

0 = None

1 = Medication – please record on medication page
2 = Withdrawn from study
3 = Other – please specify

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1    2    3  
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3   
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	O
	1
  2    3    
	0    1    2    3  Details___________________________

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


	Withdrawal from Study

	Date of withdrawal:   FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

                                             d      d      m    m     y      y

	Reason for withdrawal:

 FORMCHECKBOX 
 Lack of efficacy

 FORMCHECKBOX 
 Lost to follow-up

 FORMCHECKBOX 
 Adverse Event

 FORMCHECKBOX 
 Serious Adverse Event

 FORMCHECKBOX 
 Other  (provide details)



	Details/Comments:
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