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Facet Injection Study
" Case Report Form [CRF)}
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3?\; FACET INJECTION STUDY Pal"ﬁl:ipal‘lt |niﬁa|S: Site D:

Participant Trial ID:

VISIT A - Eligibility / Diagnostic Assessment

1. Date informed consent signed by participant :

2. Under which version of the protocel was consent signed:

L[]

3. Participant’s current employment status [please tick one):

Full-time employed

Part-time employed

Self employed

Retired/looking after home/finactive
Unpaid work

Unemployed

Full time student

QOther, please specify

Ooouooon
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Facet Injection Study
Case Report Form [CRF}

£ g~ — " ;
i PACLTINJLCTION STUDY [/ participant Initials:  Site ID: Participant Trial ID:

VISIT A - Eligibility / Diagnostic Assessment

INCLUSION CRITERIA |

Please tick all appropriate boxes. A response of NO disgualifies the patient from participation in the study,

Yes No

1. Patientis able and willing to comply with the trial procedures and signed and dated informed D D
cansent is obtained.

2. Patient aged >18 with at least moderately troublesome low back pain present for at least 6 months. I:' I:l

3. Patient’s low back pain is their predominant musculoskeletal pain. D D

4. Patient has undergone registered health professional therapist-delivered treatment for low D D
back pain in the preceding two years prior to inclusion.

5. Patient meets clinical criteria for possible facet joint pain . * D D

6. Patientis able to manage text messaging, or paper based diary far daily data collection, D I:I

7. Patientis fluent in written and spoken English. I:l D

*Where there is na radicular symptoms (defined as pain radiating below the knee} and no sacro-iliac joint pafn efficit-
ed using a pain provocafion test and increosed poin unilaterally, bilaterally on lumbar para-spinol palpation, and in-
creased fow back pain on one or more of the following; extension {more than flexion), rotation, extension/side flexion,
FXTQHSJ-OH/fOfG tion,

FIS CRF version 2.1_03Aug20ls ***Draft*#



Facet Injection Study
Case Report Form {CRF}

ey

e .
i;gr- FACET INJECTION STUDY
B
i

Participant Initials: Site ID: Participant Trial ID:

VISIT A - Eligibility / Diagnostic Assessment

EXCLUSION CRITERIA

Please tick all appropriate boxes. A tick in a shaded box disqualifies the patient from the study.

Yes No

iy

2. Patient is able and willing to undergo injections.

3. Patient has used oral corticasteroids or had a corticosteroid injection in the past three months,
4. Patient has an underlying serious psychiatric or psychological disorder.

5.  Patient has previously undergone spinal injections.

6. Patient has previously undergone spinal surgery.

7. Patient has a known contraindication® to facet joint injections.

8.  Patient has a known allergy to the constituents of the planned injections.

9. Patient is pregnant, ar suspected pregnancy.

10. Patient was previously randomised in this trial.

11. Patient is currently participating in another clinical trial {with an unregistered medicinal
product), or less than 20 days have passed since completing participation in such a trial.

Oooodoood d
OooOoooooo O

*For example, o serious co-morbidity {e.g. severe chronic onset pulmonary disease (COPD), poorly controlled dia-

betes) malignancy, infection, inflammatory disorder, ar frocture or is taking onti-coagulonts medications.

| Inclusion/Exclusion criteria review

Does the patient continue to meet all inclusionfexclusion criteria ?

|:| Yes

I:I No - Patient is withdrawn from the study. Please complete withdrawal CRF page and Final CRF page.

Physiotherapist/investigator undertaking eligibility/diagnostic assessment:

Name:

Signature : Date signed:

FIS CRF wersion 2.1_D3Aug2015 ***Draft***



Facet Injection Study

) Case Report Form {CRF}
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§e FACFT INJECTION STUDY ['participant Initials:  Site ID:

Participant Trial ID:

VISIT A - Eligibility / Diagnostic Assessment

MEDICAL HISTORY—Back pain and general health

1. How long has the participant had back pain:

6 to 12 months ‘lto 2 years | 210 5 years >5 years

2. Previous back pain treatments: (tick all that apply)

Treatment type Yes or No |lfyes, enter date of last treatment or tick unknown
Physiotherapy | |ves No |_|_| |—|_|_| |:|_|_|_| ’7Unknawn
Osteapathy I A | N I I I I I
crommee | ™ W|CTILT T L] v
e || [ | LI CLLICLLL] | o
et st (7o [ % [T ] LT T L LT | omen
ot sy || @ [T [T LI L LT[ o

3. Troublesomeness of back pain reported by participant during diagnostic assessment visit :

{tick only one}

Moderately troublesome Very troublesome Extremely troublesome

Physiotherapist/investigator undertaking eligibility/diagnostic assessment:

Name :

Signature : Date signed:

FIS CRF version 2.1_03Aug2015 ***Draft***
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Facet Injection Study
Case Report Form {CRF}

FACET INJECTION STUDY
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Participant Initials:

Site ID:

Participant Trial ID:

VISIT A - Eligibility / Diagnostic Assessment

DIAGNOSTIC ASSESSMENT

1. Date of diagnostic assessment: | |

BN

2. Following diagnostic assessment, does the patient have the following :
Check all boxes either yes or ne

Criteria For Assessment

Yes/No

signs above the knee")

Na radicular symptoms {defined as pain radi-
ating below the knee or objective neurological

DYes DNO

following

No sacro-iliac joint pain elicited using pain
provocations test (three or more positive)

Increased low back pain on one or more of the

[ Jres [ ]no

[ ]ves [ne

All responses must be ticked
YES for the patient to fulfil the
diagnostic criteria and

continued inclusion in the study

A. Extension {more than flexion)

[ Jves [ ]no

If No, provide reason why :

B. Rotation

RIGHT SIDE

I:] Yes
[ v

LEFT SIDE

D Yes
[ ]no

why :

If No for either right or left side, provide reason

C. Extension/side flexion*

RIGHT SIDE

LEFT SIDE

D Yes
|:| No

why :

If No for either right or left side, provide reason

D. Extension/rotation*

RIGHT SIDE

[[] ves
[] no

LEFT SIDE

I:I Yes

[

why :

If No for either right or |left side, provide reason

* Both tests representative of regular compression patterns.

# Using a ‘contracted’ neurclogical examination.

Physiotherapist/investigator undertaking eligibility/diagnostic assessment:

Name :

Signature :

Date signed:

FIS CRF version 2,1_03Aug2015 ***Draft***
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Facet Injection Study
Case Report Form {CRF)

1]
:;"' FACET INJLCTION STUDY

Participant Initials:

Site ID:

Participant Trial ID:

N

VISIT A - Eligibility / Diagnostic Assessment

1. Specific causes of back painmI [Tick all boxes either yes or no)
Cause Yas/No
g
Malignancy I:l Yes |:] No
Fracture I:l Yes I:l No
Infection |:|Yes |:|No
—
Possible ankylosing spondylitis I:l‘(es |:|No
Cauda equina compression D‘(es I:lNO
Radicular pain suitable for surger es No
: wr [ [ L

*If any specific causes
of back pain are
identified during the
diagnostic assessment
{ticked yes), the patient
is not eligible for the
study.

2. Have identified specific causes of low back pain been reported to patient’s GP ?

|:| Yes

(1 ne

I:l Not Applicable

3. Following the diagnostic assessment, if patient is not eligible for the study, has the patient signed
informed consent to collect data regarding diagnostic assessment?

|:| Yes— completed diagnostic assessment data to be provided to WCTU

I:| No— copy of diagnostic assessment data into patient’s clinical records and copy to investigator file

4. When undertaking active movements, did the patient indicate any of the following:

i. Increased pain on rising from flexion

ii. Symptoms best on walking
fii. Symptoms best when sitting

iv. Onset of pain paraspinal

I:lYes DNO

[Tves [Jro
I:I Yes D No
I:l Yes El No

|:| Mot Done, Measom.. . ..
I:l Not Done, reasoN....... e,

|:| Not Done, reason..... e

|:| NOt DONE, FBASOM.curiismeiensarssrissisaeses

Physictherapist/investigator undertaking eligibility/diagnostic assessment:

Name :

Signature :

Date signed:

FIS CRF version 2.1_03Aug2015 ¥¥=Draft*=*
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Facet Injection Study
Case Report Form (CRF)
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t ACLL INJLCTION S1UDY Partil:ipantlnitials:

Site ID:

Participant Trial ID:

VISIT A - Eligibility / Diagnostic Assessment

CONCOMITANT MEDICIATIONS

I:I None — OR — complete

Drug name Dose |Unit [Frequency [Indication |StartDate {dd-mmm-yyyy)

{trade or generic) Or tick unknown
1 _/_,f_|:| Unknown
2 _/_/_I:l Unknown
3 _/_/_D Unknown
4 _/_/_D Unknown
3 _;_/_D Unknown
6 _/_;_D Unknown
7 _/_/_D Unknown
8 _/_f_l:l Unknown
9 _/_f_D Unknown
v _ _;‘_I:l Unknown

If additional concemitant medications are to be recorded, please use the ‘additional concomitant medications e

’

1. Hasthe participant completed study baseline questionnaire during assessment visit ?

DYes I:’ No - please specify the reason why below (tick only one):

|:| Participant removed guestionnaire for completion

D Other, please specify reason:

Physiotherapist/investigator undertaking eligibility/diagnostic assessment:

Name :

Signature :

Date signed:

FIS CRF version 2,1_03Aug2015 ***Draft®**




Facet Injection Study
Case Report Form (CRF)
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Qek MACET INJECTION STUDY [ participant Initials:  Site ID: Participant Trial ID:

| VISIT B - BEST USUAL CARE TREATMENT SESSION 1

1. Date of Treatment Session: | | | | | I ] I | [ ] I

Please tick the modality/technique used in each session. Where subcategories are indicated, please tick all that are per-
formed for each session. Please refer to the BUC Manual for clarification concerning elements of modality/technigue.

Did the participant attend: I_ Yes ’—‘ NO, reason.......ceccenns ar H Unknown
Tick {¥') YES if used, tick {+") NO if not usad for each Provided as
Modality/technigue leading v & sub-category homework?
ACCEPTANCE (compulsory) O vYEes O wno O yes
GOAL SETTING (compulsary) O  Yes O no O vES
PACING [compulsory) O ¥YES O wnNo O YES
EXERCISES [compulsary) O vEs O wno O vEs
- Specific O Yes O wno O YEs
- Motor control retraining/core stability O Yes O no 0O ves
- Cardiovascular O ¥yEes O no O  vyes
- Strength O yes O wno O YEs
- Stretches O Yes O nNo O YES
- Other exercise, please specify:
ADVICE O vyEes O no O  vEes
- Pain terminology, mechanisms and pathways O Yes O wno O YES
- Activities of Daily Living O Yes O wnNo O vEs
- Wark and ergonomics O ¥YEs O no O vEs
- Lifestyle changes O Yes O wno O ves
- Management of flare ups & changing symptoms O  ¥YEs O wnNo O YES
- Paced home exercises O ¥yEes O no O  vyEs
- Qther advice, please specify:
MANUAL THERAPY O Yes O wno O ves
- Kaltenbarn O ¥YEs O nNo O YES
- McKenzie O vyEes O no O  vyEes
- Maitland O Yes O wno O YEs
- Cyriax O  Yes O wno O vEes
- Osteopathic technigues O YEs O no O ves
- Mulligans O Yes O wno O  ves
- [NAGS/SNAGS/MWM) O ¥es O no O vEs
- Qther manual therapy, please specify:
SOFT TISSUE O ves O no O ves
- Myo-fascial O Yes O no O vEs
- Trigger point O YEs O nNo O  YES
- Soft tissue massage O vYes O nNo O ves
- Manipulation O ves O no O vEs
- Soft Hssue release O ¥Yes O no O vYES
- Other soft tissue, please specify:
CHALLENGING NEGATIVE THOUGHTS O ¥YEs O no O vEs
MINDFULNESS O ves O no O ves

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Signature : I Date signed: I

FIS CRF version 2.1_03Augz015 ***Draft***



e :
;lg FACET INJECTION STUDY

=
H
i~

Facet Injection Study
Case Report Form (CRF)

Site ID:

Participant Initials:

Participant Trial ID;

| VISIT B - BEST USUAL CARE TREATMENT SESSION 1

1. Has the participant changed any medication regimes compared with those reported at diagnostic

assessment visit (Visit A):

I:l‘fes—please complete the table below

I:l No—move to question 2

a‘;: :grr“geenericl Dose Unit Frequency |Indication fgfchitﬁk[r:‘:&“r‘:mm‘vwv)
Y A " Unknown
Y S S : Unknown
I S " Unknown
Y S Unknown
I S " Unknown
Y B S : Unknown

2. Please indicate in the table below if the participant has undergone any other (non-trial specified) registered
health care prefessional delivered treatment since the diagnostic assessment visit.

Tick one: If Yes, record the number of visits below, or tick un-
Treatment type Yes No |known

Physiotherapy Number of visits: Unknown
Osteopathy Number of visits Unknown
Chiropractic Number of visits: Unknown
Acupuncture Number of visits: Unknown
Other, specify....ccrririarinrnrecins Number of visits: Unknown
Other, specify.......cooiincine Number of visits: Unknown

Action Needed (tick all that apply)

MNone, patient deemed treatment concluded, notify WCTU
Naone, patient to continue
Discuss treatment options with colleagues

Review management to date

O o0 oo g

Post Query on the FIS Discussion Forum

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Signature : Date signed:

FIS CRF version 2.1_03Aug2015 ***Draft***
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Facet Injection Study
Case Report Form {CRF)
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Participant Initials: Site ID:

Participant Trial ID:

| VISIT B - BEST USUAL CARE TREATMENT SESSION 2

1. Date of Treatment Session: | |

Please tick the modality/technique used in 2ach session. Wheres subcategories are indicated, please tick all that are per-
formed for each session. Please refer to the BUC Manual for clarification concerning elements of modalityftechnigue .

Did the participant attend: ’_‘Yes ’_‘No, [ EL0 T Or

I_I Unknown

Modality/technique

Tick (¥) YES if used, tick [¥) NO if not used far each

Provided as

leading caty y & sub- ¥ homework?
ACCEPTANCE [compulsory) O Yes O no O Yes
GOAL SETTING {compulsory) O vyes O wo O ves
PACING (compulsary} O ¥es O mo O ves
EXERCISES {compulsary] O vYes O mno O Yes
- Specific O Yes O no O YEs
- Mator cantral retraining/care stability O yes O wno 0O  ves
- Cardiovascular O vYes O mno O vEs
- Strength O ves O wo O ves
- Stretchas O vyes O wno O ves
- Other exercise, please spacify:
ADYICE O ves O wo O ves
- Pain terminalogy, mechanisms and pathways O vyes O mno O vEs
- Activities of Daily Living O ¥YEs O wo O YES
- Work and erganomics O ¥yes O mo O ves
- Lifestyle changes O Yes O no O vYEs
- Manapemant of flare ups & changing symptoms O ves O wo O ves
- Paced hamea exercises O ves O mo O ves
- Other advice, please specify:
MANUAL THERAPY O vyes O wo O ves
- Kaltenbarn O vyes O wno O ves
- Mcltenzie O YEs O wo O YES
- Maitland O vyes O wo O ves
- Cyriax O Yes O no O YES
- Osteopathic techniques O ves O wo O yes
- Mulligans O ves O mo O ves
- [NAGS/SNAGS/MWM) O Yes O wno O vYes
- Other manual therapy, please specify:
SOFT TISSUE O ves O wo O ves
- Myo-fascial O YES O wo O YES
- Trigger point O ¥yes O wmo O ves
- Soft tissue massage O Yes O wno O YEs
- Manipulation O ¥yes O wmo O ves
- Saft tissue releasa O ¥Yes O mwno O ves
- Other soft tssue, please specify:
CHALLENGING NEGATIVE THOUGHTS O vyes O wo O ves
MINDFULNESS O Yes O wno O ves

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Signature :

| Date signed: |

FIS CRF version 2.1_03Aug20d15 “**Draft*=*
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FACET INJECTION STUDY

Facet Injection Study
Case Report Form (CRF)

Participant Initials:

Site ID:

Participant Trial ID:

| VISIT B - BEST USUAL CARE TREATMENT SESSION 2

1. Has the participant changed any medication regimes compared with those reported at the previous
treatment session visit ?

Yes—please complete the table below

| MNo—move to question 2

g:g é‘g:,“;e neric) Dose Unit Frequency | Indication -g:’t"itc'zz‘:k(nd:‘;v“;mm‘w}
Y S /_ Unknown
I SR S \7 Unknown
I S S \_ Unknown
_J_ /| Unknown
I S S Unknown
I S SN ‘: Unknown

2. Pleaseindicate in the table below if the participant has undergone any other (non-trial specified) registered
health care professional delivered treatment since the previous treatment session

Treatment tybe Tick one: If Yes, record the number of visits below, or tick un-

P Yes No  |known
Physiotherapy Number of visits: Unknown
Osteopathy Number of visits Unknown

Chiropractic

Number of visits:

—] Unknown

Acupuncture Number of visits: Unknown
Other, specify.. ., Number of visits: Unknown
Other, specify....ooi Number of visits; Unknown

Best Usual Care Session Review

Action Needed (tick all that apply)

[l Better
O Worse
O The Same

Unknown, participant did not attend

-
I
O
O
O

None, patient deemed treatment cancluded , notity WCTU

None, patient to continue

Discuss treatment options with colleagues

Review management to date

Post Query on the FIS Discussion Forum

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Signature :

Date signed:

FIS CRF version 2,1_03Aug2Q15 *=*Draft* ¥+
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Facet Injection Study
Case Report Form [CRF)

& FACEL INJECTION STUDY

e

Participant Initials:

Site ID:

Participant Trial ID:

| VISIT B - BEST USUAL CARE TREATMENT SESSION 3

1. Date of Treatment Session: | |

[ I I

Please tick the modality/technique used in each session. Where subcategories are indicated, please tick all that are per-
formed for each session. Please refer to the BUC Manual for clarification concerning elements of modality/technique .

Did the participant attend: D Yes NO, FEASON..cmiimmiammirareriras Or Unknown
Tick {¥') YES if used, tick {¥'} NO if not used for each Pravided as

wmﬁ leading category & sub-category homewark?
ACCEPTANCE O YEs O no O YES
GOAL SETTING O ves O wno O  ves
PACING O  YEs O wno O vyes
EXERCISES O  Yes O no O  ves
- Specific O ves O mno O ves
- Motor control retraining/core stability O ves O mno O ves
- Cardiovascular O ves O no O vyes
- Strength O Yes O wno O vyes
- Stretches O ves O mo O ves
- Other exercise, please specify:

ADVICE O Yes O no O yes
- Pain terminology, mechanisms and pathways O Yes O no O vyes
- Activities of Daily Living O ves O no O wves
- Work and ergonomics O YEs O no O ves
- Lifestyle changes O ves O no O ves
- Management of flare ups & changing symptoms O YEes O no O ves
- Paced home exercisas O ves O mo O ves
- Cther advice, please specify:

MANUAL THERAPY O  ves O wno O yes
- Kaltenbern O Yes O no O vyes
- McKenzie O ves O wno O ves
- Maitland O YEs O no O ves
- Cyriax O ves O wno O vyes
- Osteopathic tachnigues O YEs O wno O ves
- Mulligans O ves O mo O ves
- [NAGS/SMNAGSMWIM) O YEs O no O ves
- Other manual therapy, please spacify:

SOFT TISSUE O YEs O no O ves
- Mya-fascial O ves O mno 0O ves
- Trigger point O YEs O no O ves
- Soft tissue massage O ves O no O ves
- Manipulation O YEs O no O vyes
- Soft tissus release O YEs O wno O ves
- Cther soft tissue, please specify:

CHALLENGING NEGATIVE THOUGHTS O ves O no O ves
MINDFULNESS O YEs O no O ves

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Name :

Signature :

I Date signed: |

FIS CRF version 2.1_03Aug2015 ***Draft**~




'y

=

1/

TACET INJECTION STUDY

Facet Injection Study
Case Report Form (CRF)

i

Participant Trial ID:

Participant Initials: Site ID:

5

| VISIT B - BEST USUAL CARE TREATMENT SESSION 3

1. Has the participant changed any medication regimes compared with those reported at the previous
treatment session visit ?

Yes—please complete the table below

L

No—move to guestion 2

{Etl:ggeng'rngee neric) Dose Unit Frequency | Indication E;I?ECET:"}::\;’:'“""W]
I S S I:I Unknown
Y S S | I Unknown
Y S S ’_‘ Unknown
Y SR SN : Unknown
Y SR S : Unknawn
Y S S | Unknown

2. Please indicate in the table below if the participant has undergone any other (non-trial specified) registered
health care professional delivered treatment since the previous treatment session

Tick one:

If Yes, record the number of visits below, or tick un-

Treatment type

Yes

No

known

Physiotherapy

Mumber of visits:

[l Unknown

Osteopathy

Number of visits

’_| Unknown

Chiropractic

Number of visits:

I:I Unknown

Acupuncture

Number of visits:

’_I Unknown

Other, SPeCify. v

Number of visits:

I:I Unknown

Other, Specify. ..

Number of visits:

I:I Unknown

Best Usual Care Session Review Action Needed (tick all that apply)
Z Unknown, participant did not attend O MNone, patient deemed treatment concluded, notify WCTU
|1 Better | | Mone, patient to continue
O worse [0 Discuss treatment options with colleagues
I'1 The Same | 1 Review management to date
[0 Post Query on the FIS Discussion Forum
Physiotherapist/investigator undertaking Best Usual Care Treatment session :
Name :
Signature : Date signed:

FIS CRF version 2.1_03Aug2015 **"Draft***




Facet Injection Study
Case Report Form (CRF)

FACET INJECTION STUDY

Participant Initials:

Site ID: Participant Trial ID:

I VISIT B - BEST USUAL CARE TREATMENT SESSION 4

1. Date of Treatment Session: | |

N I I

Please tick the modalityftechnigue used in each session. Where subcategories are indicated, please tick all that are per-
formed for each session. Please refer ta the BUC Manual for clarification concerning elements of modality/technigue .

Did the participant attend: [ Yes D Ng, reason.....

Or |:| Unknown

Tick (¥} YES if used, tick {*') NO if not used for each Provided as
Modality/technique leadi St - homework?
ACCEPTANCE O vyes O no O ves
GOAL SETTING O YEs O no O vYEs
PACING O  ¥YEs O no O YEs
EXERCISES O ves O no O ves
- Specific O Yes O wno O vYEes
- Mator contral retraining/cara stability O  ves O no O ves
- Cardiovascular O yes O wno O ves
- Strength O ¥YEes O wo O vEs
- Stretches O ¥YEs O wno O YES
- Other exercise, please specify:
ADVICE O ¥Es O wnNo O Yes
- Pain terminoclogy, mechanisms and pathways O  Yes O wno O YEes
- Activities of Daily Living O yes O no O vEes
- Work and ergonamics O ¥Yes O wno O vEs
- Lifestyle changes O ¥es O wno O vEs
- Management of flare ups & changing symptams O Yes O wno O vEs
- Paced home exercises O vyes O wno O YES
- Other advice, please specify:
MANUAL THERAPY O YEes O wno O vEes
- Kaltenborn O YEs O no O YES
- McKenzie O ves O mno O ves
- Maitland O Yes O wno O ves
= Cyriax O  ¥YEes O wno O ves
- Osteopathic techniques O ¥es O no O vEs
- Mulligans O ¥Yes O wo O YES
- [NAGS/SNAGS/MWM) O YES O No O vYEs
- Other manual therapy, please specify:
SOFT TISSUE O YEs O no O vYEs
- Myo-faseial O ¥Ees O no O YEs
- Trigger point O ves O no O vEs
- Soft tssue massage O  YEs O nNo O YES
- Manipulation O ¥es O no O ves
- Soft tissue release O vyes O no O YEs
- Other soft tissue, please specify:
CHALLENGING NEGATIVE THOUGHTS O ¥es O wno O vEs
MINDFULNESS O YES O wno YES

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Name :

Signature :

I Date signed: |

FIS CRF version 2.1_03Aug2015 ***Draft*"*




Facet Injection Study
Case Report Form {CRF)
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Participant Initials: Site ID: Participant Trial ID:

| VISIT B - BEST USUAL CARE TREATMENT SESSION 4

1. Has the participant changed any medication regimes compared with those reported at the previous
treatment session visit ?

Yes—please complete the table below D No—move to question 2

Drug name I icati Start Date (dd-mmm-yyyy)

(trage ar generic) Dose Unit Frequency |Indication OF Hiek unkivcorn
/ / " | Unknown
/ / Unknown
/ / Unknown
/ / : Unknawn
/ / " | Unknown
/ / : Unknawn

2. Please indicate in the table below if the participant has undergone any other {non-trial specified) registered
health care professional delivered treatment since the previous treatment session

Treatment type Tick one: If Yes, record the number of visits below, or tick un-
Yes No |known

Physiotherapy Number of visits: _| Unknown
Osteopathy Number of visits _\ Unknown
Chiropractic Number of visits: "] unknown
Acupuncture Number of visits: T Unknown
Other, specify.....oun. [ Number of visits: :I Unknown
Other, specify. i, Number of visits: :‘ Unknown
Best Usual Care Session Raview Action Needed (tick all that apply)

LI Unknown, participant did not attend Ll MNone, patient deemed treatment concluded

[0 Better [0 MNone, patient to continue

0 Worse [ Discuss treatment options with colleagues

[T The Same [ Review management to date

O Post Query on the FIS Discussion Farum

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Name :

Signature : Date signed:
FIS CRF version 2.1_03Aug2015 * *~Drafer =~
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Facet Injection Study
Case Report Form {CRF)
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:tF FACET INJLCTION STUDY

Participant Initials:

Site ID:

Participant Trial ID:

| VISIT B - BEST USUAL CARE TREATMENT SESSION 5

1. Date of Treatment Session: | [

Please tick the modality/technique used in each

1. Where subc

gories are indi

d, please tick all that are per-

formed for each session. Please refer to the BUC Manual for clarification concerning elements of modalityftechnique .

Did the participant attend: ’_I Yes ’_| NG, FeasoN...ummmmns

or ’_|Unknown

Modality/technigue

Tick (¥} YES if used, tick ('} NO if not used for each

Provided as

leading category & sub-category homewaork?
ACCEPTANCE O vYEes O wnNo O vyes
GOAL SETTING O YEs O wNo O vEs
PACING O  YEs O wnNo O YES
EXERCISES O YEs O wNo O YES
- Spacific O YEes O nNo O YES
- Mator control retrainingfeore stability O ves O nNo O Yes
- Cardiovascular O ves O wo O  vEs
- Strength O ves O nNo O vYes
- Stretches O ves O nNo O ves
- Other exercise, please spacify;
ADVICE O vyes O wno O ves
- Pain terminalogy, mechanisms and pathways O ves O wno O ves
- Activities of Daily Living O ves O nwo O ves
- Work and ergonomics O ves O wno O ves
- Lifestyle changes O YEes O wnNo O YES
- Management of flare ups & changing symptoms O ves O wNo O vES
- Paced home exarcises O yes O no O vEes
- Other advice, please specify:
MANUAL THERAPY O  YEes O nNo O  YES
- Kaltenborn O vyes O nNo O ves
- MeKenzie O YEes O nNo O YES
- Maitland O YEes O wNo O YES
- Cyriax O ves O wno O vEs
- Osteopathic techniques O ves O no O vYes
- Mulligans O ves O wo O ves
- INAGS/SNAGS/ MW O ves O wno O ves
- Other manual therapy, please specify:
SOFT TISSUE O Yes O no O vEs
- Myo-fascial O YEes O nNo O YES
- Trigger point O YEs O wnNo O  YES
- Soft tissue massage O YEs O No O YES
- Manipulation 0O YEs O No OO YES
- Soft tissue release O vYes O nNo O YEs
- Other soft issue, please specify:
CHALLENGING NEGATIVE THOUGHTS O ves O wno O ves
MINDFULNESS O ves O no O ves

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Sighature :

| Date signed: |

FIS CRF version 2.1_03Aug2015 ***Draft***
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Facet Injection Study
Case Report Form (CRF)

ot

k¥ .
3 FACLT INJLCTION STUDY

Participant Initials:

Site ID:

Participant Trial ID:

| VISIT B - BEST USUAL CARE TREATMENT SESSION 5

1. Has the participant changed any medication regimes compared with those reported at the previous

treatment session visit ?

l:l Yes—please complete the table below

]

No—meove to question 2

Drug name

. Dose
{trade or generic)

Unit

Frequency

Indication

Start Date (dd-mmm-yyyy)

Or tick unknown

Y A I:I Unknown
Y S S u Unknawn
Y A S ’_‘ Unknown
Y B S _‘ Unknown
Y S S Unknown
_ 4 /[ Junknown

2. Please indicate in the table below if the participant has undergone any other {non-trial specified) registered
health care professional delivered treatment since the previous treatment session

Tick ane: If Yes, record the number of visits below, or tick un-
Treatment type
Yes No known
Physiotherapy Number of visits: Unknown
Osteopathy Number of visits Unknown

Chiropractic

Number of visits:

j Unknown

Acupuncture Number of visits: Unknown
Other, specify. .. Mumber of visits: Unknown
Other, specify....cciainimineniien, Number of visits: Unknown

Best Usual Care Session Review

Action Needed (tick all that apply)

[0 Better
O Waorse

Il The Same

C  Unknown, participant did not attend O

None, patient deemed treatment concluded, notify WCTU
[0 Nane, patient to continue

O Discuss treatment aoptions with colleagues

|l Review management to date

L1 Post Query an the FIS Discussion Forum

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Signature :

Date signed:

FIS CRF version 2.1_03Aug2015 ***Draft**




Facet Injection Study
Case Report Form (CRF}

fis
:’eii: FACET INJECTION STUDY
£\

Participant Initials: Site ID:

Participant Trial ID:

I VISIT B - BEST USUAL CARE TREATMENT SESSION 6

1. Date of Treatment Session: | |

Please tick the modality/technigue used in each session. Where subcategories are indicated, please tick all that are per-
formed for each session. Please refer to the BUC Manual for clarification concerning elements of modality/technique .

Did the participant attend: [ Yes D NO, reasoN.....ummmammmins Or I: Unknown
Tick {¥') YES if usad, tick (¥') NO if not used for aach Provided as

MY.ME leading category & sub-category homework?
ACCEPTANCE O YEs O mo O  ¥es
GOAL SETTING O vEs O wno O yes
PACING O vEs O wno O vyes
EXERCISES O YES O mno O ves
- Specific O ves O wo O ves
- Moter control retraining/core stability O YEs O wno O YEs
- Cardiovascular O  yes O wo O ves
- Strength O Yes O wno O ves
- Stretches O YEs O nNo O ves
- Qther exercise, please specify;

ADYICE O vEs O wno O ves
- Pain terminology, mechanisms and pathways O YEs O wmo O ves
- Activities of Daily Living O Yes O wno O ves
- Work and ergonomics O vEs O wno O Yes
- Lifestyle changes O Yes O wo O ves
- Management of flare ups & changing symptams O Yes O wno O ves
- Pared home exercises O YEs O no O ves
- Other advice, please spacify:

MANUAL THERAPY O YEs O mno O vEs
- Kaltenborn O ves O mo O ves
- McKenzie O vyes O wno O ves
- Maitland O vYEs O wno O Yes
- Cyriax O vyes O wno O ves
- Osteopathic technigues O vEs O wno O vEs
- Mulligans O YES O mno O ves
- (NAGS/SNAGS/ MW} O ves O wmo O ves
- Other manual therapy, please specify:

SOFT TISSUE O Yes O wo O ves
- Myo-fascial O YES O no O YES
- Trigger point O YEs O wno O YEs
- Soft tissue massage O ves O mno O ves
- Manipulation O Yes O wno O ves
- Saft Hssue release O vYEs O mwmo O YEes
- Qther soft tissue, please specify:

CHALLENGING NEGATIVE THOUGHTS O YEsS O mo O ves
MINDFULNESS O vYes O wno O ves

Physiotherapist/investigator undertaking Best Usual Care Treatment session :

Name :

Signature :

| Date signed: |

FIS CRF wersion 2,1_03Aug2015 ***Draft*=*
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Facet Injection Study
Case Report Form (CRF})

i
t FACET INJECTION STUDY

il

T

Participant Initials:

Site ID:

Participant Trial ID:

VISIT B - BEST USUAL CARE TREATMENT SESSION &

1. Has the participant changed any medication regimes compared with those reported at the previous

treatment session visit ?

Yes—please complete the table below

Mo—move to question 2

R::gggp‘geeneric] Dase Unit Frequency |Indication gfgcﬁit:kwf&"ﬂmm'vm’
I A S [ ] Unknown
Y A : Unknown
Y A I_I Unknown
Y A I_I Unknown
Y S S [ ] unknown
Y S S Unknown

2. Please indicate in the table below if the participant has undergone any other non-trial specified) registered
health care professional delivered treatment since the previous treatment session

Treatment type

Tick one:
Yes

No

If Yes, record the number of visits below, or tick un-

known

Physiotherapy

Mumber of visits:

L| Unknown

Osteopathy

Mumber of visits

/_| Unknown

Chiropractic

MNumber of visits:

| Unknown

Acupuncture

Number of visits:

I:l Unknown

Other, Specify.... i

Number of visits:

|

| Unknown

Other, specify.. e

Number of visits:

D Unknown

Best Usual Care Session Review Action Needed {tick all that apply}
C  Unknown, participant did not attend [ Mone, patient deemed treatment concluded, notify WCTU
M Better [T MNone, patient to continue
M Worse [ Discuss treatment options with colleagues
0 The Same [0 Review management to date
[ Post Query on the FIS Discussion Forum
Physiotherapist/investigator undertaking Best Usual Care Treatment session :
Name :
Signature : Date signed:

FIS CRF version 2.1_03Augz20l15 ***Draft***




Facet Injection Study
Case Report Form [CRF)

L
T A J J S " . " . s w ]
3 TACET INJECTION STUDY [ participant Initials:  Site ID: Participant Trial ID:

VISIT C - INJECTION

I:l Not applicable, participant randomised to Best Usual Care only

1.Dateofinjection:| | || | l || | | | l

2. Is the participant still considered suitable for the study facet joint injection procedure ?

I:l Yes - ensure standard NHS/Trust consent signed by participant for injection procedure

|:| No®*, specify the reason]s) Why o e

*If No, is the participant still willing to continue with the BUC treatment sessions ?

|:| Yes - continue schedule BUC treatment sessions
I:l No - complete withdrawal CRF page and end of study treatment CRF page

Was the injection postponed or rescheduled by the investigator or other trial personnel?

I:I Yes * I:lNo

* If yes, please specify the reason why below:

I:l Equipment Failure

I:l Participant underlying local infection

3,

I:l Other, please specify FBAsON | ... i e e e

Investigator responsible for injection

Name :

Date signed:

Signature :

FIS CRF varsion 2.1_03Aug2015 ***Draft™**



Facet Injection Study
Case Report Form (CRF)

Participant Initials: Site ID: Participant Trial ID:

VISIT C - INJECTION

1. Pain cutcomes reported by participant immediately hefore injection {within 60 minutes):

On a 0 to 10 scale {0 = no pain, 10 = worst pain) what is the participant’s average pain reparted immediately pre
injection?  {circle only one of the reparted number)

0 1 2 3 4 5 6 7 3 9 10

2. Starttime of injection: |:|:| : |:|:| 24 hour format
3. End time of injection: |:|:| : |:|:| 24 hour format

4, Confirmation of injectate |Dose Batch no.: Expiry date:
preparation:

Levabupivacaine Smg/ml I:l ,Dml

Triamcinolone 10mg/ml I:l _I:lm| | | | | | | ‘ | |

5. Total No. of facet joints Injected: {number 1 to 6 inclusive)
loints Injected LEFT side injected and volume RIGHT side injected and volume
administered administered

L3/14 I:‘ :es I:l ‘I:es, Volume: I:”:lml I:l \:s, Yolume: D |:"n|
I O L™
L4fLS I:l ‘;es I:l:es, Volume: I:l.l:lml I:l :jes, Velume: I:l I:rnl
o o o
L] L] L]
L5/51 I:l Yes DYES, Volume: [:l Dml |:| Yes, Wolume: |:] ‘:Inl
D No DND |:| No

Investigator responsible for injection:

Name :

Signature : Date signed:

FIS CRFversion 2.1_03Aug2015 “““Draft***



Facet Injection Study
Case Report Form {CRF)

i

T TACET TNJECTION STUDY
T
e

B

Participant Initials: Site ID: Participant Trial ID;

| | Hinn

[ VISIT C - INJECTION

1. Resistance to injection: Yes® D No[l

* If Yes, please tick the reasons for resistance:
|:| Abutment of the needle bevel to a surface

D Filing of the intra-articular space

|:| Other, Specify reason;....

2. Pain outcomes reported by participant immediately after injection [within 60 minutes)
On a Oto 10 scale {0 = no pain, 10 = worst pain) what is the participant’s average pain reported pain

immediately after injection? {circle only one of the reported number)

0 1 2 3 4 5 6 7 8 9 10

3. Was the injection procedure performed in accordance with the study protocol and injection
manual?

D Yes

I:l No  Specify reason why;...

4.  Cumulative exposure time: I:I:‘ : I:I:‘ 24 hour format

5. Total radiation exposure from facet joint injection procedure: I:l I:' mSv

Investigator responsible for injection:

Name :

Signature ! Date signed:

FIS CRF versian 2.1_03Aug2(15 *#¥Draft™*+



Facet Injection Study

Case Report Form (CRF)
ik
kr

ACET INJECTION STUDY [ participant Initials:  Site ID:

ol i,

N |

Participant Trial ID;

| VISIT C - INJECTION

| Injection site monitoring — immediately Pre injection (within 5-10 minutes before injection)

|:| Not Done, specify reason why:

1. Time observed: []:l: D:l 24 hour format

2. Finding—Tick all that apply: El narmal

I:l bleeding
D haematoma
|:| redness
I:I infection

D other, specify:

| Injection site monitoring — Post injection {within 60 minutes post injection)

|:| Not Done, specify reascen why:

3. Time observed: I:':l : I:Ij 24 hour format

4. Finding—Tick all that apply: EI narmal

D redness
D infection

D other, specify:

5. Was the participant provided with post injection advice in accordance with current

hospital procedures ?

D\"es I:lNo

Investigator responsible for injection:

Name :

Signature : Date signed:

FIS CRF versian 2.1_03Aug2Q15 *##0raft*++




Facet Injection Study
Case Report Form [CRF)

£ R
e FACET INJLCTION STUDY | participant Initials:  Site ID: Participant Trial ID:

e

| END OF ALLOCATED TREATMENT—SUMMARY |

1. Did the participant complete the study allocated treatment?
|:| Yes |:| No *

2. Date and time allocated treatments ended :

I N N N I N N I e D 0 D N

* If No, specify the primary reasen for participant discontinuation/withdrawal:

3. Atthe end of the allocated treatment, what action is suggested for the participant ?
|:| Refer back to participant’s GP for additional treatment{s)
|:| No further treatment advised
|:| R Er, PIEaSE SO Y I o i it e e et et et e e et e e e e e e e e e

Instruction to site: Please check and ensure no changes are required to participant contact details. If any de-
tails have changed, please complete a new Participant Contact Details Form to ensure postal follow up ques-
tionnaires at 3, 6 and 12m are mailed out from WCTU to participant carrect address. Please ensure the study

enrelment log is updated.

INVESTIGATOR STATEMENT

| certify that | have reviewed this case report form for this participant and verify to the best of my knowledge
that the information contained herein is true, accurate and complete.

Name:

Signature : Date signed:

FIS CRF version 2.1_D3Aug2015 ***Draft***



Facet Injection Study
Case Report Form (CRF)

EETrcer INpECTION STUDY
sf CFTINIECTION STUDY | participant Initials:  Site ID:

b

Participant Trial ID:

||

Additional Information Form

Please use this page to provide any additional information, comments or details relating to the
infermation or study procedures on the above referenced participant:

Page No: Visit

Question Ref  |Comments

General Comments:

Physiotherapistlinvestigator signature

Name :

Date

Signature :

signed:

FIS CRF version 2.1_03Aug2015 ***Draft***






