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Disclaimer

The recommendations in this guideline represent the view of NICE, arrived at after careful
consideration of the evidence available. When exercising their judgement, professionals are
expected to take this guideline fully into account, alongside the individual needs, preferences
and values of their patients or service users. The recommendations in this guideline are not
mandatory and the guideline does not override the responsibility of healthcare professionals
to make decisions appropriate to the circumstances of the individual patient, in consultation
with the patient and/or their carer or guardian.

Local commissioners and/or providers have a responsibility to enable the guideline to be
applied when individual health professionals and their patients or service users wish to use it.
They should do so in the context of local and national priorities for funding and developing
services, and in light of their duties to have due regard to the need to eliminate unlawful
discrimination, to advance equality of opportunity and to reduce health inequalities. Nothing
in this guideline should be interpreted in a way that would be inconsistent with compliance
with those duties.

NICE guidelines cover health and care in England. Decisions on how they apply in other UK
countries are made by ministers in the Welsh Government, Scottish Government, and
Northern Ireland Executive. All NICE guidance is subject to regular review and may be
updated or withdrawn.

Copyright
© NICE 2021. All rights reserved. Subject to Notice of Rights.

ISBN:



DRAFT FOR CONSULTATION

Contents
Contents
Summary of review questions covered in this report.........cccccceeiiiiiiircccr s 8
Specific programmes and packages in spinal cord injury for people with complex
rehabilitation needs after traumatic injury...........cccooiii 9
REVIEW QUESHION ...t e e e e e et e e e e e e e e e e ae it e e eaeeeeeenes 9
0] (e To 18 e 1o o PP 9
Summary of the ProtoCOl .........iiiiii e 9
1Y =Y i gToTe E-r= o o I o] fo T =T 13
Clinical evidence: AdUIS........cooooi e 13
Summary of clinical studies included in the evidence review .................ccceeeeen. 15
Results and quality assessment of clinical outcomes included in the evidence
YT 23
Clinical evidence: Children and young people ...........ccccooiiiiiiiiiiiieieiiniiiieeeeee e 28
Summary of clinical studies included in the evidence review ............ccccccvuunnn.... 28
Results and quality assessment of clinical outcomes included in the evidence
1Yo 28
Economic evidence: Adults and children and young people ...............euvveieeinennnnns 28
Summary of studies included in the economic evidence review...........c...cccc........ 28
ECONOMIC MOEL...... o e 28
The committee’s discussion of the evidence............cccccoeviiiii 29
S =T (=] o PN 37
N o 0T 4 o [T o= 40
Appendix A — ReVIEW ProtOCOIS ......c..iiiiiiiie e 40
Review protocol for review question: C.3a For adults with complex
rehabilitation needs after traumatic injury that involves spinal cord
injury, what specific rehabilitation programmes and packages are
effective and acceptable? ... 40
Review protocol for review question: C.3b For children and young
people with complex rehabilitation needs after traumatic injury
that results in spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?................. 47
Appendix B - Literature search strategies ....................iiiii 55
Literature search strategies for review questions:..............cccoeevviici e, 55
C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable? .............ccccviiiii e 55
C.3b For children and young people with complex rehabilitation needs after
traumatic injury that results in spinal cord injury, what specific
rehabilitation programmes and packages are effective and acceptable?.. 55
Review question search strategies ..............uuuviiiiiiiiiiiiiiiiiii e 55
Databases: Medline; Medline EPub Ahead of Print; and Medline In-Process &
Other Non-Indexed CitatioNS.........ccoooiiiiiiieee e 55



DRAFT FOR CONSULTATION

Contents
Databases: Embase; and Embase ClasSiC.......ooeveeiieiie e 62
Databases: Cochrane Central Register of Controlled Trials; Cochrane
Database of Systematic Reviews; Database of Abstracts of Reviews of
Effects; and Health Technology Assessment .............cccccvviciee e, 69
Health economics search Strategies..............uuuuviiiiiiiiiiiiiiiiiiiieiieee e 76
Databases: Medline; Medline EPub Ahead of Print; and Medline In-Process &
Other Non-Indexed CitatioNS.........ccooieeeeiiiiieee e 76
Databases: Embase; and Embase ClasSiC.......ooevveiieiiie e 81
Database: Cochrane Central Register of Controlled Trials ............ccccoeiiieinnnnnes 87
Appendix C — Clinical evidence study selection ................ccccuviiiiiiiiiiiiiiiiiiiiieennens 93
Clinical study selection for review qUeStiONS: ..........coooiveieiiiii e, 93
. For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable? .............cccviiiiiiiiiiiee 93
. For children and young people with complex rehabilitation needs after
traumatic injury that involves spinal cord injury, what specific
rehabilitation programmes and packages are effective and acceptable?.. 93
Appendix D — Clinical evidence tables.............cooiiiiiiiiiii e 95
Clinical evidence tables for review question: C.3a For adults with complex
rehabilitation needs after traumatic injury that involves spinal cord
injury, what specific rehabilitation programmes and packages are
effective and acceptable? ... 95
Clinical evidence tables for review question: C.3b For children and young
people with complex rehabilitation needs after traumatic injury that
results in spinal cord injury, what specific rehabilitation programmes
and packages are effective and acceptable? ..., 186
Appendix E — FOrest Plots........ouuuiiiii e 187
Forest plots for review question: C.3a For adults with complex rehabilitation
needs after traumatic injury that involves spinal cord injury, what
specific rehabilitation programmes and packages are effective and
ACCEPLADIE? <. e 187
Forest plots for review question: C.3b For children and young people with
complex rehabilitation needs after traumatic injury that results in spinal
cord injury, what specific rehabilitation programmes and packages are
effective and acceptable? ..., 187
Appendix F — GRADE tabIES .......oiiiieiiieeeeie e 188
GRADE tables for review question: C.3a For adults with complex rehabilitation
needs after traumatic injury that involves spinal cord injury, what
specific rehabilitation programmes and packages are effective and
ACCEPLADIE? .. 188
GRADE tables for review question: C.3b For children and young people with
complex rehabilitation needs after traumatic injury that results in spinal
cord injury, what specific rehabilitation programmes and packages are
effective and acceptable? ..., 221
Appendix G — Economic evidence study selection...................uveveieiiiiiiiiiiniiiiiiiiiiinnenns 222
Economic evidence study selection for: ... 222

C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and

5



DRAFT FOR CONSULTATION
Contents

packages are effective and acceptable? .............cccoieiiiiiiieee 222

C.3b For children and young people with complex rehabilitation needs after
traumtic injury that results in spinal cord injury, what specific
rehabilitation programmes and packages are effective and acceptable? 222

Appendix H — Economic evidence tables...............oooiii 224

Economic evidence tables for review question: C.3a For adults with complex
rehabilitation needs after traumatic injury that involves spinal cord
injury, what specific rehabilitation programmes and packages are
effective and acceptable? ..., 224

Economic evidence tables for review question: C.3b For children and
young people with complex rehabilitation needs after traumatic
injury that results in spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?............... 224

Appendix | — Economic evidence profiles ..........ccovviiiiiiiiii i 224

Economic evidence profiles for review question: C.3a For adults with complex
rehabilitation needs after traumatic injury that involves spinal cord
injury, what specific rehabilitation programmes and packages are
effective and acceptable? ..., 224

Economic evidence profiles for review question: C.3b For children and
young people with complex rehabilitation needs after traumatic
injury that results in spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?............... 225

Appendix J — ECONOMIC @NAIYSIS .....cccoiiiiiiiiiii e e 226

Economic evidence analysis for review question: C.3a For adults with complex
rehabilitation needs after traumatic injury that involves spinal cord
injury, what specific rehabilitation programmes and packages are
effective and acceptable? ... 226

Economic evidence analysis for review question: C.3b For children and
young people with complex rehabilitation needs after traumatic
injury that results in spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?............... 226

Appendix K — EXcluded StUIES .........cooiiiiiiiii e 227

Excluded clinical and economic studies for review question: C.3a For adults
with complex rehabilitation needs after traumatic injury that involves
spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable? ...........ccocvvivviiiiiiiiiiiiiiiiiiiiians 227

ClINICAI STUIES ..o e et 227
[ =ele] L] 01 {o3=1 18 Lo [T TP 266

Excluded clinical and economic studies for review question: C.3b For
children and young people with complex rehabilitation needs after
traumatic injury that results in spinal cord injury, what specific
rehabilitation programmes and packages are effective and
acceptable? ... —— 266

ClINICAl StUAIES ..o oo 266

C.3a For adults with complex rehabilitation needs after traumatic injury that

6



DRAFT FOR CONSULTATION
Contents

involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable? ...........cccvvviviiiiiiiiiiiiiiiiiiiiiins 309

C.3b For children and young people with complex rehabilitation needs after
traumatic injury that involves spinal cord injury, what specific
rehabilitation programmes and packages are effective and acceptable? 309



—

ooo~NoOOh W N

DRAFT FOR CONSULTATION

Summary of review questions covered in this report

Summary of review questions covered
in this report

This evidence report contains information on 2 reviews:

C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable?

C.3b For children and young people with complex rehabilitation needs after
traumatic injury that involves spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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Specific programmes and packages in
spinal cord injury for people with
complex rehabilitation needs after
traumatic injury

Review question

This evidence report contains information on 2 reviews relating to specific
rehabilitation programmes and packages for chest injury:

C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable?

C.3b For children and young people with complex rehabilitation needs after
traumatic injury that involves spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?

Introduction

Trauma caused by road traffic accidents and falls is the commonest cause of spinal
cord injury (SCI) in the UK. People with SCI may suffer from a range of problems
caused by damage to the nerve supply to the limbs and trunk, depending on the how
high up the spinal cord the injury occurs. Breathing, bladder, bowel and sexual
functions may also be affected, and injuries are often life-changing and life-long.
Additionally, the SCI may be complete or incomplete, giving rise to different patterns
of recovery potential and disability.

Twenty-five percent of people admitted to the 9 SCI specialist centres in England and
Wales have other major injuries (polytrauma) which also require management. All
people with traumatic SCI should be referred to their regional specialist SCI unit
within 4 hours of injury. However, many people do not access these specialist
centres and receive their care in trauma centres, general hospitals and local
rehabilitation centres. Significant, sometimes life-threatening complications can occur
if people with SCI do not receive appropriate support for their body functions such as
bowel and bladder management, care of their skin and pressure areas, maximising
their mobility and joint range of movement, and disorders of low and high blood
pressure.

People with polytrauma often require SCI management in parallel with treatment of
their other major injuries. NICE guidelines for early, in-hospital management of SCI
do not include rehabilitation. Clinical guidance, for example from MASCIP
(Multidisciplinary Association for Spinal Cord Injury Professionals) are available but
are often not applied out-with specialist services. The role of more advanced
rehabilitation processes for this group in the acute hospital system is not clear.

38 Summary of the protocol

39
40
41

Please see Table 1 and Table 2 for a summary of the Population, Intervention,
Comparison and Outcome (PICO) characteristics of this review in the adult and
children and young peoples populations, respectively.

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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Table 1: Summary of the adult protocol (PICO table)

Adults (aged 18 years and above) with complex rehabilitation needs resulting
from traumatic injury that involves spinal cord injury and requires admission to
hospital

Standard care consisting of at least 2 of the following: Early referral to spinal
cord unit, physiotherapy [range of movement exercises, respiratory
management, exercises to maintain muscle function, mobilisation and training
with mobilisation aids such as crutches or frame or wheelchairs], orthotics and
splinting, pressure care management of skin, occupational therapy assessment,
identification and support of activities of daily living through training or aids, and
acute pain management; in addition to at least one of the following spinal cord
injury interventions:

Autonomic dysreflexia (e.g. sudden surge in blood pressure, constipation,

spasiticity) management

Early prophylactic bladder and bowel management (using one or more of

the following strategies:

Bowel:

= Suppositories

= Enemaltransanal irrigation

= Laxatives

= Digital removal of faeces (i.e. finger)

= Valsalva maneuver

= Rectal/sacral stimulation/innervation

= Colostomy

=  Manometry

= Dietary fiber

= Massage

= Neural prostheses

=  Self-help devices

= Anal plug (for severe diarrhoea)

Bladder:

= Bladder retraining/training strategies

= Anti spasmodics (e.g. Botulinum toxin/onabotulinumtoxin A or
oxybutynin)

= Catheterization (in-dwelling or urethral)

= Self-catheterisation or intermittent self catheterisation (ISC)

=  Suprapubic catheterisation

= Clamping off

= Flip flo

= Regular monitoring of upper renal tract function

Functional electrical stimulation (FES)

Neuromuscular electrical stimulation (NMES)

Length of bed-rest and early mobilisation (i.e., sitting)

Low blood pressure management (postural hypotension)

Spasticity management of spinal cord (i.e., pharmacological management
e.g. intrathecal or oral baclofen, tizanidine, botulism toxin, dantrolene,
gabapentin, phenol; positioning and seating systems; splinting)

Early access to spinal cord services including outreach (early defined as
“after the surgery management required has been done at the main trauma
unit”).

Access to specialist equipment which include wheelchairs, assistive
technology and environmental control (e.g. single access systems, specialist
seating and alternative keyboards)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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e Specialist equipment such as FES in bike or orthotics, standing frames,
body weight supported gait training, exoskeleton or robotic orthotics, tilt
table

e Psychological therapies for adjustment and engagement (Compassionate
mind therapy, Acceptance and commitment therapy, Mindfulness,
Visualisation or ‘mentalisation’ to support physical rehab, Relaxation
[progressive, or breathing based, or other], Mirror therapy, Cognitive
behavioural therapy)

1) Standard rehabilitation care (as defined above)
2) Studies that employ the same intervention program as listed under
‘interventions’ but vary it in terms of any of the following:

e Frequency

e Intensity
e Timing
Critical:

e Overall quality of life (EURO-QoL 5D 3L, SF-36, SF-12, SF-6D)

e Acute length of staying in main trauma unit

e Patient acceptability (any direct measure)

Important:

e Hospital readmission

e Return to work or education

e Changes in mood [Depression measures — BDI, DAS, HADS, PH-Q9)

e Changes in activity of daily living (Barthel ADL index, EADL-Test, Katz,
OARS, PAT, PSMS, SCIM)

ADL: Activities of daily living; BDI: Beck depression inventory; DAS: Disability assessment schedule;
EADL-Test: Erlangen Activities of Daily Living test; EURO-QoL 5D 3L: EuroQol 5 dimensions and 3
levels; HADS: Hospital anxiety and depression scale; OARS: Older Americans resources and services;
PAT: Performance ADL test; PH-Q9: Patient health questionnaire with 9 questions; PSMS: Physical

self-maintenance scale;

SCIM: Spinal cord independence measure; SF-12: 12 item short-form survey;

SF-36: 36 item short-form survey; SF-6D: 6-dimension short-form

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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Table 2: Summary of the children and young people protocol (PICO table)

Children and young people (aged below 18 years) with complex
rehabilitation needs resulting from traumatic injury that involves spinal
cord injury and requires admission to hospital

Standard care consisting of at least 2 of the following: Early referral to
spinal cord unit, physiotherapy [range of movement exercises, respiratory
management, exercises to maintain muscle function, mobilisation and
training with mobilisation aids such as crutches or frame or wheelchairs],
orthotics and splinting, pressure care management of skin, occupational
therapy assessment, identification and support of activities of daily living
through training or aids, and acute pain management;
in addition to at least one of the following:
e Early prophylactic bowel management (using one or more of the
following strategies:
o Toilet training
Suppositories
Enemaltransanal irrigation
Laxatives
Digital removal of faeces (i.e. finger)
Valsalva manoeuver
Rectal/sacral stimulation/innervation
Colostomy
Manometry

O O O O 0 O O
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Dietary fibre

Massage

Neural prostheses

Self-help devices

Anal plug (for severe diarrhoea))

Early prophylactic bladder management (using one or more of the
following strategies:

o Bladder retraining/training strategies

o Anti spasmodics (e.g. Botulinum toxin/onabotulinumtoxin A or
oxybutynin)

Catheterization (in-dwelling or urethral

Self-catheterisation or intermittent self-catheterisation (ISC)
Suprapubic catheterisation

Clamping off

Flip flo

Regular monitoring of upper renal tract function)

Functional electrical stimulation (FES)

Neuromuscular electrical stimulation (NMES)

Autonomic dysreflexia (e.g. sudden surge in blood pressure,
constipation, spasiticity) management

Length of bed-rest and early mobilisation (i.e., sitting)

Low blood pressure management (postural hypotension)

Spasticity management of spinal cord (i.e., pharmacological
management e.g. intrathecal or oral baclofen, tizanidine, botulism
toxin, dantrolene, gabapentin, phenol; positioning and seating
systems; splinting)

Early access to spinal cord services including outreach (early defined
as “after the surgery management required has been done at the main
trauma unit”)

Access to specialist equipment which include wheelchairs, assistive
technology and environmental control (e.g. single access systems,
specialist seating and alternative keyboards)

Specialist equipment e.g., FES in bike or orthotics, standing frames,
body weight supported gait training, exoskeleton or robotic orthotics,
tilt table

Psychological therapies for adjustment and engagement (e.g.,
compassionate mind therapy, Acceptance and commitment therapy,
Mindfulness, Visualisation or ‘mentalisation’ to support physical rehab,
Relaxation [progressive, or breathing based, or other], Mirror therapy,
Cognitive behavioural therapy)

Early specialist play therapy

School-based educational interventions (ergonomics)

o O O O O

O O O O O O

1) Standard rehabilitation care (as defined above)

2) Studies that employ the same intervention program as listed under
‘interventions’ but vary it in terms of any of the following:

Frequency
Intensity
Timing

Critical:

Overall quality of life (EURO-QoL 5D 3L, SF-36, SF-12, SF-6D)
Acute length of staying in main trauma unit
Patient acceptability (any direct measure)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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Important:

o Hospital readmission

e Return to work or education

e Changes in mood (Depression measures — BDI, DAS, HADS, PH-Q9)

e Changes in activity of daily living (Barthel ADL index, EADL-Test,
Katz, OARS, PAT, PSMS, SCIM)

ADL: Activities of daily living; BDI: Beck depression inventory; DAS: Disability assessment schedule;
EADL-Test: Erlangen Activities of Daily Living test; EURO-QoL 5D 3L: EuroQol 5 dimensions and 3
levels; FES: Functional electrical stimulation; HADS: Hospital anxiety and depression scale; ISC:
Intermittent self-catheterisation; NMES: Neuromuscular electrical stimulation; OARS: Older Americans
resources and services; PAT: Performance ADL test; PH-Q9: Patient health questionnaire with 9
questions; PSMS: Physical self-maintenance scale; SCIM: Spinal cord independence measure; SF-12:
12 item short-form survey; SF-36: 36 item short-form survey; SF-6D: 6-dimension short-form

0 NOORWN-

For further details see the review protocol in appendix A.

9 Methods and process

10 This evidence review was developed using the methods and process described in
11 Developing NICE guidelines: the manual. Methods specific to this review question
12 are described in the review protocol in appendix A and in the methods chapter

13 (Supplement 1).

14 Declarations of interest were recorded according to NICE’s 2018 conflicts of interest
15 policy.

16 Clinical evidence: Adults

17 Included studies

18 Twenty-two randomised controlled trials (RCTs) were included in this review

19 (Alexeeva 2011, Burke 2019, Coker 2019, Dallolio 2008, Dorstyn 2012, Duchnick

20 2009, Galea 2017, Harvey 2010, Harvey 2011, Harvey 2016, Heutink 2012, Hitzig

21 2013, Latimer 2006, Midik 2020, Migliorini 2016, Phillips 2001, Popovic 2011, Rahimi
22 2020, Shin 2014, Shuai 2016, Wirz 2017 and Yan 2018).

23 Four were from the USA (Alexeeva 2011, Coker 2019, Duchnick 2009 and Phillips
24 2001); 4 were from Australia (Dorstyn 2012, Harvey 2010, Harvey 2016 and Migliorini
25 2016); 3 were from Canada (Hitzig 2013, Latimer 2006 and Popovic 2011); 2 were
26 from China (Shuai 2016 and Yan 2018); 1 was from Ireland (Burke 2019); 1 was from
27 the Netherlands (Heutink 2012); 1 was from Korea (Shin 2014); 1 was from Iran

28 (Midik 2020); and 1 was from Turkey (Rahimi 2020). The remaining 4 studies were
29 multi-national trials (Dallolio 2008 [Belgium, Italy and UK], Galea 2017 [Australia and
30 New Zealand], Harvey 2011 [Australia and India] and Wirz 2017 [Germany, Spain,

31 Switzerland and UK]).

32 These included studies examined the following comparisons:

33 Functional electrical stimulation (FES)

34 One RCT compared the effectiveness of a repetitive grasping exercise using a
35 neuromuscular prosthesis plus standard care with standard care alone (Popovic
36 2011). Another RCT compared the effectiveness of weight-bearing exercises plus
37 FES with weight bearing exercises only (Rahimi 2020).

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)

13



11

12
13
14
15
16
17

18

19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34

35

36
37
38
39
40
41
42
43
44

DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation
needs after traumatic injury

Neuromuscular electrical stimulation (NMES)

One RCT compared the effectiveness of NMES and progressive resistance strength
training of a single leg with standard care alone (Harvey 2010).

Length of bed-rest and early mobilisation

One RCT compared the effectiveness of unsupported sitting training plus standard
in-patient rehabilitation with standard in-patient rehabilitation alone (Harvey 2011).

Spasticity management of spinal cord

One RCT was a 3-arm trial that compared the effectiveness of either Baclofen plus
standard care or Botulinum toxin type A plus standard care with standard care only
(Yan 2018).

Access to specialist equipment

Two studies investigated access to assistive technology in SCI rehabilitation. One
RCT was an international 3-centre trial that compared the effectiveness of a
telemedicine rehabilitation intervention with standard care (Dallolio 2008). The other
study was a 3-arm trial that compared the effectiveness of either telephone-based or
video-based follow-up rehabilitation with standard care follow-up rehabilitation
(Phillips 2001).

Specialist equipment

Eight studies investigated the use of specialist equipment for therapy for SCI. One
RCT was a 3-arm trial that compared the effectiveness of either body weight
supported gait training (BWSGT) on a fixed track or BWSGT on a treadmill with
standard care (including physiotherapy) (Alexeeva 2011). One RCT compared the
effectiveness of BWSGT plus FES with standard care plus aerobic training (Hitzig
2013). One RCT compared the effectiveness of FES and functional training with
standard in-patient rehabilitation care (Harvey 2016). Another RCT compared the
effectiveness of robotic-assisted gait training plus standard physiotherapy with
conventional over-ground therapy plus standard physiotherapy (Shin 2014). One
RCT compared the effectiveness of FES-assisted cycling with passive cycling (Galea
2017). One RCT compared the effectiveness of individually designed paraplegic gait
orthoses plus functional training with standard care alone (Shuai 2016). One RCT
compared the effectiveness of enhanced robotic-assisted gait training with reduced
robotic-assisted gait training (Wirz 2017). Finally, 1 study compared the effectiveness
of robot-assisted gait training plus conventional therapy with conventional therapy
alone (Rahimi 2020).

Psychosocial therapies for adjustment or engagement

Overall, 7 RCTs investigated psychosocial therapies for adjustment or engagement
in individuals with SCI. One RCT compared the effectiveness of an individualised
telephone-based counselling therapy intervention with standard care (Dorstyn 2012).
Three studies investigated online-based therapy interventions. One RCT compared
the effectiveness of online-based cognitive behavioural therapy (CBT) pain
management with standard care (Burke 2019). Another RCT compared the
effectiveness of an online-based CBT schedule with a waitlist control (Migliorini
2016). Finally, 1 RCT compared the effectiveness of a CBT-based multi-disciplinary
programme (including education, cognitive and behavioural components) with a

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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waitlist control group (Heutink 2012). The remaining 3 studies looked at self-
effectiveness and coping interventions. One RCT compared the effectiveness of an
educationally-based group therapy programme with a waitlist control (Coker 2019); 1
RCT compared the effectiveness of coping effectiveness training with a supportive
group therapy (Duchnick 2009); and 1 RCT compared the effectiveness of a
motivational implementation intention intervention with no treatment (Latimer 2006).

See the literature search strategy in appendix B and study selection flow chart in

appendix C.

Excluded studies

Studies not included in this review with reasons for their exclusions are provided in

appendix K.

Summary of clinical studies included in the evidence review

A summary of the studies that were included in this review are presented in Table 3.

Table 3: Summary of included studies

Study
Alexeeva
2011
RCT

USA

Burke 2019
RCT

Ireland

Population Intervention?
N=35 e Body weight
supported
Age in years (range): gait training
« BWSGT on fixed o akf'xed
track: 21-61 rac
« BWSGT e Body weight
on treadmill: 19-63 sulppor.te.d
_ gait training
e Standard care: 22-63 ona
treadmill

Time since injury in
years (range):
e BWSGT on fixed
track: 1-37
e BWSGT
on treadmill: 1-12

e Standard care: 1.2-25

Type of SCI
(complete/incomplete):
Not reported

N=69 On-line based
cognitive

Age in years [Mean behavioural

(SD)]: therapy (CBT)

e CBT: 50 (12.3) pain
management

e Standard care: 52 programme

(13.8)

Time since injury in
years [Mean (SD)]:
e CBT: 16 (11.8)

e Standard care:
16 (12.6)

Control®

Standard care
(including
physiotherapy)

Standard care
(including
standard
chronic pain
management)

Outcomes

e Critical

o Overall
quality of life
(at 13
weeks; 17
weeks)

o Patient
acceptability
(at 13
weeks; 17
weeks)

o Important
o None

e Critical

o Overall
quality of life
(at 8 weeks;
6 months)

o Patient
acceptability
(at 8 weeks;
6 months)

e Important
o None

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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Study

Coker 2019
RCT

USA

Dallolio 2008
RCT

Belgium, ltaly
and UK

Dorstyn 2012
RCT

Australia

Population Intervention?
Type of SCI

(complete/incomplete/no

t reported - N):

e CBT: 9/22/4

e Standard care: 9/22/3

N=81 Educationally-
based group
therapeutic

programme

Age in years [Mean

(SD)]:

e Group therapy: 48.0
(12.8)

o Waitlist control: 52.0
(15.3)

Time since injury: Not
reported

Type of SCI

(complete/incomplete -

N):

e Group therapy (n):
19/22

e Waitlist control (n):
16/24
N=137 Telemedicine-
rehabilitation
Age* in years [Mean
(SD)]:
o ltaly: 37.34 (13.64);
e Belgium (Brussels):
37.88 (15.41);

o UK: 43.90 (15.75)

Time since injury: Not
reported

Type of SCI
(complete/incomplete):
Not reported

*Reported by site rather
than by treatment

received.
N=39 Individualised
counselling
Age in years [Mean intervention
(SD)]: delivered by
e Telephone telephone
counselling:
53.8 (16.3)
e Standard care:
53.1 (20.0)

Time since injury: Not

Control®

Waitlist control

Standard care
(including
standard
home, nursing,
or
unspecialized
hospital care
normally
delivered to
SCI patients
after discharge
from the spinal
cord unit)

Standard care
(including
routine
individual
medical follow-
up and
physical
therapies, plus
a face-to-face
consultation
with a

Outcomes

e Critical
o None
e Important

o Changes in
mood (at 6
weeks; 24
weeks)

e Critical
o None
e Important
o Changes in
activity of
daily living
(at 6
months)

e Critical
o Patient
acceptability
(at 3
months)
e Important
o Changes in
mood (at 3
months; 6
months)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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Study

Duchnick
2009

RCT

USA

Galea 2017
RCT

Australia and
New Zealand

Population
reported

Type of SCI (motor

complete/incomplete -

N):

e Telephone
counselling: 11/9

e Standard care: 3/16

N=41

Age in years [Mean

(SD)]:

e Coping effectiveness
training: 50.8 (16.9)

e Supportive group
therapy: 54.6 (9.8)

Time since injury in days

[Mean (SD)]:

e Coping effectiveness
training: 46.7 (42.5)

e Supportive group
therapy: 59.6 (50.5)

Type of SCI [AIS

category (% A/B/C/D or

N/A)]:

e Coping effectiveness
training: 30/30/5/35

e Supportive group
therapy: 20/20/20/40

N=24

Age in years [Mean

(SD)]:

e FES-assisted cycling:
38.6 (15.1)

e Passive cycling: 38.2
(16.1)

Time since injury in days

[Median (IQR)]:

e FES-assisted cycling:
14.5 (13-18)

e Passive cycling: 16.5
(12-19)

Type of SCI

(complete/incomplete -

N):

e FES-assisted cycling
(n): 8/4

e Passive cycling (n):
10/2

Intervention?

Coping
effectiveness
training

Functional
electrical
stimulation-
assisted
cycling

Control® Outcomes

psychologist)

Supportive
group therapy

e Critical
o None
e Important

o Changes in
mood (at 3
months)

Passive
cycling

e Critical
o Overall
quality of life
(at 12
weeks)
¢ Important
o Changes in
mood (at 12
weeks)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)

17



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation
needs after traumatic injury

Study
Harvey 2010

RCT

Australia

Harvey 2011
RCT

Australia and
India

Harvey 2016
RCT

Australia

Population
N=20

Age in years
[Median (IQR)]:
e NRES + resistance
training: 40 (28—49)
e Standard care:
39 (2949)

Time since injury in

months [Median (IQR)]:

¢ NRES + resistance
training: 3(2-8)

e Standard care: 4(2-7)

Type of SCI:

¢ All participants had
incomplete SCI

N=32

Age in years [Median

(IQR)]:

e Sitting training +
standard in-patient
rehabilitation: 26 (24
to 31)

e Standard in-paitent
rehabilitation: 27 (24
to 31)

Time since injury in

weeks [Median (IQR)]:

e Sitting training +
standard in-patient

rehabilitation: 11 (9 to

17)
e Standard in-paitent

rehabilitation: 10 (8 to

14)

Type of SCI
(complete/incomplete):
Not reported

N=70

Age in years [Median

(IQR)]:

e FES + intensive
training: 29 (23-45)

e Standard care: 29 (22-

53)

Time since injury in days

(Median [IQR]):
e FES + intensive

Intervention?

Neurological
electrical
stimulation
plus
progressive
resistance
training for leg
strength

Unsupported
sitting training
plus standard
in-patient
rehabilitation

Functional
electrical
stimulation
plus functional
intensive
training
(including
instrumented
exercise
workstation,
and computer
game)

Control®

Standard care
(including
general fitness
or mobility
programs)

Standard in-
patient therapy
(standard
physiotherapy
and
occupational
therapy which
included
training for
transfers,
wheelchair
skills, dressing
and
showering)

Standard care
(including
conventional
inpatient
rehabilitation
consisting of
physiotherapy,
vocational,
recreational
and
occupational
therapy)

Outcomes

e Critical
o Patient
acceptability
(at 8 weeks)
e Important
o None

e Critical
o Patient
acceptability
(at 6 weeks)
e Important
o None

e Critical
o Overall
quality of life
(at 11
months; 26
months)
¢ Important
o Changes in
activity of
daily living
(at 11
months; 26

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
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Study

Heutink 2012
RCT

The
Netherlands

Hitzig 2013
RCT

Canada

Latimer 2006
RCT

Canada

Population
training: 81 (45-110)

e Standard care: 62 (47-

87)

Type of SCI
(complete/incomplete):
Not reported

N=61

Age in years [Mean

(SD)]:

e Total study: 58.8
(11.4)

Time since injury in
years [Median (IQR)]:

e Total study: 5.4 (1.4-
23.7)

Type of SCI
(complete/incomplete -
N):

e CBT: 15/16

¢ Waitlist control: 24/6

N=34

Age in years [Mean

(SD)I:

e BWSGT + FES: 56.6
(14.0)

e Standard care: 54.1
(16.5)

Time since injury in
years [Mean (SD)]:

« BWSGT + FES: 8.75
(9.7)

e Standard care: 10.3
(11.1)

Type of SCI:

¢ All participants had
incomplete SCI

N=54

Age in years [Mean
(SD)]:

¢ Intention intervention:

27.30 (26.79)

¢ No treatment: 16.80
(17.23)

Time since injury: Not
reported

Intervention?

Cognitive
behavioural
therapy based
multi-
disciplinary
programme
(including
educational,
cognitive and
behavioural
components)

Body weight
supported gait
training on a
treadmill plus
functional
electrical
stimulation

Implementatio
n intention
(motivational)
intervention

Control®

Waitlist control

Standard care
(resistance
[using hand
weight, cables,
and upper
tone] plus
aerobic
training [arm
cycling, leg
cycling, and
walking with
parallel bars or
on a treadmill])

No treatment
(including
moderate to
heavy intensity
physical
activity,
without the
motivational
intervention)

Outcomes
months)

e Critical
o None
e Important

o Changes in
mood (at 3
months; 6
months)

o Changes in
activity of
daily living
(at 3
months; 6
months)

e Critical
o Patient
acceptability
(at4
months; 6
months; 12
months)
¢ Important
o Changes in
activity of
daily living
(at4
months; 6
months; 12
months)

e Critical
o Patient
acceptability
(at 8 weeks)
e Important
o None

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
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Study

Midik 2020
RCT

Iran

Migliorini
2016

RCT

Austrailia

Phillips 2001

Population

Type of SCI

(complete/incomplete -

N):

¢ Intention intervention:
8/10

e No treatment: 12/6

N= 30

Age in years [Mean

(SD)]:

e RAGT + standard
rehabilitation = 35.4
(12.1)

e Standard rehabilitation
=37.9 (10.0)

Time since injury in

months [Median (IQR)]:

e RAGT + standard
rehabilitation = 5 (4-
30)

e Standard rehabilitation
=24 (17-44)

Type of SCI (AIS C/AIS

D):

¢ Robot-assisted gait
training + standard
rehabilitation (n) = 6/9

¢ Standard rehabilitation
(n) = 10/5

N=59

Age in years [Mean

(SD)]:

e Online CBT: 47.5
(12.2)

o Waitlist control: 52.8
(12.9)

Time since injury in

months (Mean [SD]):

e Online CBT: 11.4
(11.9)

o Waitlist control: 19.8
(14.0)

Type of SCI
(complete/incomplete):
Not reported

N=111

Age in years [Mean

Intervention?

Robot-assisted
gait training
plus standard
rehabilitation

On-line based
Cognitive
Behavioural
Therapy

e Telephone-
based
follow-up

Control®

Standard
rehabilitation
only

Waitlist control

Standard
follow-up
rehabilitation

Outcomes

e Critical
o None
e Important

o Changes in
acitivity of
daily living
(at 5 weeks;
3 months)

e Critical
o None
¢ Important

o Changes in
mood (at 10-
12 weeks)

e Critical

o Overall
quality of life

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
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Study
RCT

Population

(SD)]:

e Telephone: 37 (13.1)
e Video: 35 (10.8)

e Control: 33 (11.2)

USA

Time since injury: Not
reported

Type of SCI
(complete/incomplete):
Not reported

Popovic N=24

2011
Age in years [Mean

RCT (SEM)]:

e FES + standard care:

43.2 (5.45)

e Standard care: 44.75
(4.72)

Canada

Time since injury in days

[Mean (SEM)]:

e FES + standard care:

69.9 (14.11)

e Standard care: 58.33
(6.55)

Type of SCI:

¢ All participants had
incomplete SCI

Rahimi 2020 N=10

RCT Age in years [Mean

(SD)]:

e Weight-bearing
exercise + FES = 35
(5.7)

e Weight-bearing
exercise only = 37
(4.5)

Turkey

Time since injury in

years [Mean (SD)]:

e Weight-bearing
exercise + FES = 14
(7.0)

e Weight-bearing
exercise only = 13
(5.7)

Type of SCI:

¢ Intervention =all AIS A

e Control = all AIS A

Intervention?
rehabilitation

¢ Video-based
follow-up
rehabilitation

Functional
electrical
stimulation
(repetitive
grasping
exercises
using a neuro-
prosthesis)
plus standard
care

Advanced
weight-bearing
mat exercises
with FES.

Control®

Standard care
(including
conventional
physiotherapy
and
occupational
therapy)

Advanced
weight-bearing
mat exercises
without FES.

Outcomes

(at 12
months)

o Acute length
of staying in
main trauma
unit (at 12
months)

o Important

o Changes in
mood (at 12
months)

e Critical
o None
e Important

o Changes in
activity of
daily living
(at 8 weeks)

e Critical
o None
e Important

o Changes in
activity of
daily living
(at24
weeks)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
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Study
Shin 2014

RCT

Korea

Shuai 2016
RCT

China

Wirz 2017
RCT

Germany,
Spain,
Switzerland
and the UK

Population
N=53

Age in years [Mean

(SD)]:

e RAGT + standard
physiotherapy:
43.2 (14.4)

e Conventional gait
training + standard
physiotherapy:
48.2 (11.5)

Time since injury in

months (Mean):

e RAGT + standard
physiotherapy: 3.33

e Conventional gait
training + standard
physiotherapy: 2.73

Type of SCI:
e All participants had
incomplete SCI

N=36

Age in years [Mean

(SD)]:

e Orthosis + functional
training: 33.9 (11.1)

e Standard care: 37.3
(10.2)

Time since injury in

days [mean (SD)]:

¢ Orthosis + functional
training: 25.00 (4.52)

e Standard care: 23.00
(6.29)

Type of SCI
(complete/incomplete):
Not reported

N=21

Age in years [Mean

(SD)]:

e Enhanced RAGT:
35.6 (13.8)

e Reduced RAGT:
34.3 (16.0)

Time since injury: Not
reported

Type of SCI:

Intervention?

Robotic-
assisted gait
training plus
standard
physiotherapy

Paraplegic gait
orthosis plus
functional
training
(according to
the various
spinal cord
injury levels
and muscle
strength based
on
comprehensiv
e systematic
rehabilitation
training)

Enhanced
robotic-
assisted gait
training

Control®

Conventional
over-ground
gait training
plus standard
physiotherapy

Standard care
(including
maintenance
of joint range
of motion,
residual
muscle
strength
training,
standing
training,
balance
training, and
functional
electrical
stimulation)

Reduced
robotic-
assisted gait
training

Outcomes

e Critical
o None
e Important

o Changes in
activity of
daily living
(at 8 weeks)

e Critical
o None
e Important
o Changes in
activity of
daily living
(at 3
months)

e Critical
o None
e Important

o Changes in
activity of
daily living
(at 8 weeks)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)

29



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation
needs after traumatic injury

Study Population Intervention®  Control® Outcomes
¢ All participants
had acute
incomplete SCI
Yan 2018 N=336 ¢ Baclofen Standard care e Critical
plus (including o None
RCT Age in years [Mean standard conventional « Important
: hysioth
(SD)E care. Physiotherapy) o Changes in
China e Baclofen: 36.55 (3.42) e Botulinum activity of
e Botulinum toxin toxin type A daily living
type A: 36.95 (7.12) plus (at 6 weeks)
e Standard care: 35.47 ztaargdard
(2.21)

Time since injury in days

[Mean (SD)]:

e Baclofen: 211.45
(25.47)

e Botulinum toxin
type A: 207.45
(20.49)

e Standard care: 205.98
(16.45)

Type of SCI

(complete/incomplete):

Not reported
AIS; American Spinal Injury Association Impairment Scale; BWSGT: Body weight supported gait
training; CBT: Cognitive behavioural therapy; FES: Functional electrical stimulation; IQR: Interquartile
range; N: Number; NRES: Neurological electrical stimulation; N/A: Not applicable; RAGT: Robot-
assisted gait training; RCT: randomised controlled trial; SCI: Spinal cord injury; SD: Standard deviation;
SEM: Standard error of the mean
(a) For full details about the intervention/comparison, please see the evidence tables in Appendix D

N OO OWON-

See the full evidence tables in appendix D and the forest plots in appendix E.

©

Results and quality assessment of clinical outcomes included in the
evidence review

©

10 Summary of the evidence

11 No meta-analyses were performed as the interventions or outcomes were either not
12 sufficiently similar to allow them to be combined or they were not reported by more
13 than one study.

14 Results were reported for 5 of the pre-defined outcomes: overall quality of life; acute
15 length of stay; patient acceptability; changes in mood; and changes in activity of daily
16 living. Across all studies, no evidence was found for readmission into hospital or

17 return to work/education.

18 No evidence was found regarding the following pre-defined interventions:

19 ¢ Bowel management strategies

20 o Early access to spinal cord services including

21 o Early prophylactic bladder management strategies

22 e Low blood pressure management (postural hypotension)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
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Functional electrical stimulation

One RCT (Popovic 2011) found that changes in activity of daily living were
statistically significantly and clinically importantly higher (better) in the ‘FES
(repetitive grasping exercises using a neuro-prosthesis) plus standard care’ group at
8 weeks follow-up (from intervention completion) compared to the ‘Standard care’
group (including conventional physiotherapy and occupational therapy) (very low

quality).

No clinically important differences were found between people receiving ‘Advanced
weight-beaing mat exercises with FES’ and people receiving ‘Advanced weight-
bearing without FES’ in changes in activity of daily living (as measured using SCIM3)
at 24 weeks follow-up (from intervention completion) (very low quality evidence)
(Rahimi 2020).

Neurological electrical stimulation

One RCT (Harvey 2010) did not find a clinically important difference in patient
acceptability between people with SCI receiving ‘NMES plus progressive resistance
training for leg strength’ when compared to ‘Standard care (including general fitness
or mobility programs)’ after intervention completion (very low quality evidence).

Length of bed-rest and early mobilisation

One RCT (Harvey 2011) did not find a clinically important difference in patient
acceptability between people with SCI receiving ‘Unsupported sitting training plus
standard in-patient rehabilitation’ or ‘Standard in-patient therapy (standard
physiotherapy and occupational therapy which included training for transfers,
wheelchair skills, dressing and showering)’ at 6 weeks follow-up after intervention
completion (very low quality evidence).

Spasticity management of spinal cord

One RCT (Yan 2018) found statistically significantly and clinically importantly higher
(better) levels of changes of activities in daily living (as measured by the Barthel
Index) in people receiving ‘Baclofen plus standard care (including conventional
physical therapies)’ compared to those receiving ‘Standard care (including
conventional physiotherapy’ at 6 weeks follow-up from baseline (low quality
evidence).

One RCT (Yan 2018) found statistically significantly and clinically important higher
(better) levels of changes in activities of daily living (as measured by the Barthel
Index) between people receiving ‘Botulinum toxin type A plus standard care’
compared to those receiving ‘Standard care (including conventional physiotherapy)’
at 6 weeks follow-up from baseline (low quality evidence).

Access to specialist equipment

One RCT (Phillips 2001) found that overall quality of life was statistically significantly
and clinically importantly higher (better) in the ‘Telephone-based follow-up
rehabilitation’ group at 12 months follow-up (unclear whether is end-of-intervention or
from baseline) compared to the ‘Standard follow-up rehabilitation’ group (low quality
evidence), with no significant differences between the groups in acute length of
staying in main trauma unit (very low quality evidence) or changes in mood (very low
quality evidence).

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)
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One RCT (Phillips 2001) found that changes in mood (measured using depression)
was statistically significantly and clinically importantly higher (worse) in the ‘Standard
follow-up rehabilitation’ group at 12 months follow-up (unclear whether is end-of-
intervention or from baseline) compared to the ‘Video-based follow-up rehabilitation’
group (very low quality evidence), with no significant differences between the groups
in quality of life (low quality evidence) and acute length of staying in main trauma unit
(very low quality evidence).

One RCT (Dallolio 2008) did not find any differences in changes in activity of daily
living (measured using SCIM) between people with SCI receiving ‘Telemedicine-
rehabilitation’ when compared to those receiving ‘Standard care (including standard
home, nursing, or unspecialized hospital care normally delivered to SCI patients after
discharge from the spinal cord unit) at 6 months follow-up after intervention
completion (very low quality evidence).

Specialist equipment

One RCT (Alexeeva 2011) found no differences in patient acceptability or quality of
life (as measured using SF-36 General health perception score, SF-36 Energy score,
SF-36 Mental health perception score, and SF-36 Fatigue score) between people
who received ‘BWSGT on a fixed track’ and those that received ‘Standard care
(including physiotherapy) at weeks 13 and 17 from baseline, with the exception of
the quality of life energy score (all very low quality evidence). This measure was
statistically significantly and clinically significantly higher in the body weight
supported gait training group.

One RCT (Alexeeva 2011) did not find any differences in quality of life or patient
acceptability between people receiving ‘BWSGT on a treadmill’ and those that
received ‘Standard care (including physiotherapy) after intervention completion and
at 4 weeks follow-up after intervention completion (all very low quality evidence).

One RCT (Hitzig 2013) did not find any differences in patient acceptability and
activities of daily living (as measured by the SCIM, and Lawton Instrument Activities
of Daily Living Scale) between people receiving ‘BWSGT on a treadmill plus FES’
and those receiving ‘Standard care (resistance plus aerobic training)’ at 4, 6, and 12
months follow-up (all very low quality evidence).

One RCT (Harvey 2016) did not find any difference in overall quality of life or
activities of daily living (as measured by the SCIM) between people receiving ‘FES
plus functional training (including instrumented exercise workstation, and computer
game)’ and those receiving ‘Standard care (including conventional inpatient
rehabilitation consisting of physiotherapy, vocational, recreational and occupational
therapy)’ at 11 months follow-up from baseline (after intervention completion) (low
quality evidence) or at 26 months follow-up from baseline (low quality evidence for
quality of life and very low quality for changes in ADL).

One RCT (Galea 2017) did not find any differences in quality of life, anxiety or
depression in people receiving ‘FES—assisted cycling’ when compared to those
receiving ‘Passive cycling’ at 12 weeks from baseline (1 week after intervention
completion) (all low quality evidence).

One RCT (Shuai 2016) found that activities of of daily living were statistically
significantly and clinically importantly higher (better) in people receiving ‘Paraplegic
gait orthosis plus functional training (according to the various spinal cord injury levels
and muscle strength based on comprehensive systematic rehabilitation training)’
compared to those receiving ‘Standard care (including maintenance of joint range of
motion, residual muscle strength training, standing training, balance training, and

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
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functional electrical stimulation) at 3 months follow-up (after intervention completion)
(moderate quality evidence).

One RCT (Shin 2014) have analysed the results using medians with relative
interquartile ranges and reported as measure of variability for intergroup comparison
only a p-value. There were not significant differences in changes in activity of daily
living between people receiving ‘Robotic-assisted gait training plus standard
physiotherapy’ when compared to those receiving ‘Conventional over-ground training
plus standard physiotherapy’ after intervention completion (very low quality
evidence). Clinical importance could not be ascertained.

One RCT (Wirz 2017) have analysed the results using medians with relative
interquartile ranges and reported as measure of variability for intergroup comparison
only a p-value. They reported statistically significantly higher levels of activities of
daily living in people receiving ‘Enhanced robotic-assisted gait training’ when
compared to ‘Reduced robotic-assisted gait training’ after intervention completion (at
8 weeks from baseline) (very low quality evidence). Clinical importance could not be
ascertained.

One RCT (Midik 2020) found no significant difference between people receiving
‘Robot-assisted gait training plus standard rehabilitation’ and those receiving
‘Standard rehabilitation only’ in changes in activity of daily living (as measured using
SCIM3) at 5 weeks follow-up (after intervention completion). At 3 months follow-up,
there was a statistically, but not clinically, significantly importantly higher (better)
SCIM3 score in the intervention group compared to the standard rehabilitation group
(very low qualiy evidence).

Psychological therapies for adjustment or engagement

One RCT (Burke 2019) showed conflicting evidence about the effectiveness of ‘On-
line based CBT pain management programme’ when compared to ‘Standard care
(including standard chronic pain management)’ on overall quality of life in people with
SCI, both motor complete and incomplete. This RCT found a statistically significantly
and clinically importantly higher (improved) levels of quality of life (measured using
WHOQOL, psychological domain) in people receiving ‘On-line CBT pain
management programme’ versus ‘Standard care’ at 6 months follow-up after
intervention completion (moderate quality evidence). However, there were no
differences between groups in quality of life (measured using WHOQOL,
psychological domain) after intervention completion (low quality evidence). Quality of
life (as measured by the WHOQOL, environmental domain) was also statistically
significantly, but not clinically importantly, higher (better) at 6 months after
intervention completion in the * On-line CBT pain management programme’ group
(low quality evidence). However, no differences were found between groups prior to
that, at 8 weeks after baseline (low quality evidence). Quality of life (as measured by
the ISCI physical domain scale) was statistically significantly, but not clinically
importantly, higher at 8 weeks after baseline in the * On-line CBT pain management
programme’ group (low quality evidence), but not at 6 months after intervention
completion (low quality evidence). Quality of life (as measured by the ISCI
psychological domain scale) was statistically significantly, but not clinically
importantly, higher at both time points after ‘On-line CBT pain management
programme’ compared to ‘Standard care’ (low quality evidence)). This RCT did not
find any differences in patient acceptability or quality of life (measured using
WHOQOL physical and social domains and the ISCI wellbeing QoL domains)
between the intervention groups after intervention completion and at 6 months follow-
up after intervention completion (all low quality evidence). Patient acceptability (as
measured by the CPAG engagement domain) was statistically significantly, but not
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clinically importantly, higher at both 8 weeks after baseline and 6 months after
intervention completion in the ‘On-line CBT pain management programme’ group
(low quality evidence). However, patient acceptability (as measured by the CPAG
willingness scale) did not differ between the groups (low quality evidence).

One RCT (Migliorini 2016) did not find any differences in levels of anxiety or
depression between people receiving ‘On-line based CBT’ and ‘Waitlist controls’ at
intervention completion (10-12 weeks from baseline) (very low quality evidence).

One RCT (Heutink 2012) found no differences in anxiety at 3 and 6 months after
baseline between people who received a ‘Cognitive behavioural therapy based multi-
disciplinary programme (including educational, cognitive and behavioural
components’ and ‘Waitlist controls’ (very low quality evidence). Activity of daily living
(as measured by the Utrecht Activities Scale) was statistically significantly and
clinically importantly higher in people receiving ‘Cognitive behavioural therapy based
multi-disciplinary programme (including educational, cognitive and behavioural
components) compared to the control group at 6 months, but not 3 months from
baseline (both very low quality evidence).

One RCT (Dorstyn 2012) did not find any differences in mood (measured using levels
of anxiety, depression, and stress), or patient acceptability between people with SCI
receiving ‘Individualised counselling intervention delivered by telephone’ and those
receiving ‘Standard care (including routine individual medical follow-up and physical
therapies, plus a face-to-face consultation with a psychologist) after intervention
completion and at 3 months follow-up after intervention completion (all very low
quality evidence). The exception was anxiety measured at 6 months from baseline,
which was statistically significantly and clinically importantly lower (better) in the
‘Individualised counselling intervention delivered by telephone’ group compared to
the standard care group (very low quality evidence).

One RCT (Coker 2019) did not find any differences in mood (measured using the
Patient Health Questionnaire) between people receiving an ‘Educationally-based
group therapeutic programme’ and ‘Waitlist controls’ after intervention completion
and at 24 weeks follow-up after intervention completion (both very low quality
evidence).

One RCT (Duchnick 2009) did not find any differences in depression or anxiety
between people with SCI receiving ‘Coping effectiveness training’ when compared to
those receiving ‘Supportive group therapy’ after intervention completion and at 3
months follow-up after intervention completion (all very low quality evidence).

One RCT (Latimer 2006) found no differences in patient acceptability (measured
using ‘intentions’ ‘perceived behavioural control’ and ‘scheduling self-efficacy’)
between people receiving ‘Implementation intention (motivational) intervention’ and
those receiving ‘No treatment (including moderate to heavy intensity physical activity,
without the motivational intervention)’ after intervention completion (at 8 weeks from
baseline) (very low quality evidence). However patient acceptability in terms of
‘barrier self-efficacy’ was statistically significantly and clinically importantly higher in
the ‘Implementation intention (motivational) intervention’ group at this time point (very
low quality evidence).

The quality of the evidence was assessed using GRADE. See the evidence profiles
in appendix F.
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Clinical evidence: Children and young people

Included studies

A systematic review of the clinical literature was conducted but no studies were
identified which were applicable to this review question.

See the literature search strategy in appendix B and study selection flow chart in
appendix C.

Excluded studies

Studies not included in this review with reasons for their exclusions are provided in
appendix K.

Summary of clinical studies included in the evidence review

No studies were identified which were applicable to this review question (and so
there are no evidence tables in Appendix D). No meta-analysis was undertaken for
this review (and so there are no forest plots in Appendix E).

Results and quality assessment of clinical outcomes included in the
evidence review

No studies were identified which were applicable to this review question.
Economic evidence: Adults and children and young people

Included studies

A systematic review of the economic literature was conducted but no economic
studies were identified which were applicable to these review questions. A single
economic search was undertaken for adult, and children and young people reviews.
Please see the study selection flow chart in appendix G.

Excluded studies

No studies were identified which were applicable to this review question.

Summary of studies included in the economic evidence review

No economic evidence was identified which was applicable to these review
questions.

Economic model

No economic modelling was undertaken for these reviews because the committee
agreed that other topics were higher priorities for economic evaluation.
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1 The committee’s discussion of the evidence

2 Interpreting the evidence

3 The outcomes that matter most

When selecting the critical and important outcomes, the committee agreed that the
outcomes needed to be sufficiently generalisable to adequately capture patient-
important outcomes for the whole population which they recognised is quite large and
very heterogeneous.

Overall quality of life, acute length of stay in the main trauma unit and patient
acceptability were deemed to be the most important outcomes to individuals with SCI
and were categorised as critical. The committee dicussed that maintaining quality of
life is a common concern of people following traumatic SCI, as they tend to assume
their physical disabilities will lead to a large decline. Length of stay in the main
trauma unit should be minimised, allowing people to move to longer-term
rehabilitation units where they can concentrate achieving independence before being
discharged back into the community. Patient acceptability was also included as a
critical outcome as how acceptable a patient finds the rehabilitation intervention is
likely to have a large impact on their engagement with rehabilitation. Hospital
readmission, return to work or education, changes in mood (including depression,
anxiety and stress) and changes in activity of daily living were considered as
important outcomes. Hospital readmission was chosen as it is an indicator of the
longer term effectiveness of SCI rehabilitation, as people with less well-managed SCI
will have a higher rate of medical complications and therefore hospital readmission.
The committee also selected return to work or education and changes in activity of
daily living as important outcomes as these measure the level of functional
independence of the patient after traumatic SCI. Changes in mood was also
considered to be important because of the increased risk of mood disorders in people
after traumatic SCI, and this outcome reflect the psychological wellbeing.

The quality of the evidence

Twenty-two RCTs were included as evidence for spinal cord injury rehabilitation
interventions.

The overall quality of the evidence was assessed using GRADE and ranged from
very low to moderate quality, with the majority being very low or low quality. The main
reasons for downgrading the evidence were concerns over the risk of bias in study
designs (commonly due to lack of information on randomisation processes and lack
of blinding) and imprecision of the effect size.

No evidence was identified for specific SCI rehabilitation packages in children and
young people.

The committee therefore made the recommendations based on a combination of the
evidence and their experience and expertise.

Benefits and harms

In the context of traumatic injury, spinal cord damage often results in life-changing
disabling injuries, which require specialist long-term rehabilitation in spinal cord injury
centres. However, people with such injuries may spend time in non-specialist
environments early in their rehabilitation (usually for a number of weeks awaiting a
specialist bed) where the same level of expertise and resources as specialist SCI
centres are not available. This impacts on rehabilitation outcomes of people as

Rehabilitation after traumatic injury: evidence reviews for specific programmes and
packages in spinal cord injury for adults DRAFT (July 2021)

29



OoO~N OO WwWN-=-

DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation
needs after traumatic injury

rehabilitation interventions must start very early after SCI to maintain function and
prevent complications. Therefore, these recommendations focus on the early
rehabilitation and supportive needs of people with spinal cord injury in a non-
specialist hospital setting (for example trauma units and general hospitals). Further
guidance can also be found in the NICE guideline on assessment and initial
management of spinal injury.

The protocol for this evidence review excluded emergency departments and critical
care, so no evidence was included for the very early stages of SCI. The committee
agreed on the importance of establishing an early partnership of care with regional
specialist SCI services and recommended that healthcare professionals contact the
regional specialist SCI centre within the first 4 hours after trauma as per current NICE
recommendations on communication with tertiary services in the NICE guideline on
spinal injury. Any person presenting to general emergency departments in England
NHS Trusts need to be referred to these specialist SCI centres through the National
Spinal Cord Injuries Database within 24 hours of traumatic injury. This referral
includes information on initial assessment, allowing healthcare professionals from
these SCI centres to determine a timeline for transfer. In the committee’s experience,
these early vital steps often get overlooked in non-specialist clinical areas as clinical
teams might not have training in SCI care. This can result in a high rate of
complications, especially if the patient has other complex trauma. The committee
also recommended for healthcare professionals in non-specialist settings to maintain
their contact with specialist SCI centres throughout people’s inpatient stays, via the
SCI centre outreach team. This team is available to offer spinal cord injury education
to patients and relatives, and support healthcare staff treating acute SCI patients,
and this contact will therefore help to support the person’s rehabilitation.

The committee used their experience and expertise to recommended completing an
American Spinal Cord Injury (ASIA) chart as soon as possible because this is the
current gold standard of assessing neurological impairment. They discussed that a
similar recommendation appears in the recommendations on recording information in
hospital settings in the NICE guideline on spinal injury, but there only as a one-off
assessment in A&E. The committee discussed that this initial assessment is often
completed quickly (or not at all, due to the competing clinical interests in the
emergency department), and should at least be repeated by an appropriately trained
member of the rehabilitation team to verify baseline function as soon as possible.
The committee highlighted that this assessment should be repeated as clinically
indicated as there can be subtle changes in the level of spinal injury in the early
stages of trauma which can be missed if there is no repetition. This will impact both
early and subsequent SCI rehabilitation.

Although no evidence was found regarding the effectiveness of early specialist play
therapy or school-based educational interventions during SCI rehabilitation, the
committee made 2 recommendations using their experience and expertise. The
experience of committee members is that play therapy is very valuable in helping
children and young people in both their mental and physical rehabilitation after
trauma and so they recommended referring children and young people with a SCI to
specialist play services. Additionally, due to the chronic nature of SCI, education is
often affected. The committee agreed the importance of recommending a referral to
education services in order to both lessen the initial impact on a child’s education and
to develop plans to support their long-term educational progress. Furthermore,
discharge planning meetings should be scheduled early in rehabilitation, in order to
allow enough time for additional needs and potential accommodations to be
discussed with all involved parties (which will include local education authorities
and/or specialist play services for children and young people) and implemented.
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Monitoring of growth and nutrition is important for children and young people
following SCI. The committee discussed that this is a balance because, beyond the
acute phase of SCI, movement ability and calorie expenditure is often limited. Due to
this, there is an increased risk of children and young people becoming overweight,
which can cause additional barriers to completing rehabilitation and maintaining
activities of daily living. Examples include increasing difficulty when transferring using
upper limbs (for example, to and from a wheelchair), as well as complications with
respiratory function and pressure care. The committee felt that continued monitoring
of growth and nutrition would allow better paediatric weight management, which will
have a large impact on the course of rehabilitation.

The committee discussed the evidence presented for use of specialist equiptment
after SCI. Evidence was identified for technology-assisted follow-up after SCI. Very
low quality evidence was found for increased levels of depression in patients
undergoing telephone-based rehabilitation follow-up. The committee argued that this
finding conflicted with other evidence presented by the same study (see below), as
well as their own experience and expertise. Due to this and the very low quality of the
evidence, the committee decided not to use this finding to develop their
recommendations. Additional low quality evidence was found regarding a clinically
important beneficial impact of telephone-based and video-based follow-up for quality
of life in people with SCI undergoing rehabilitation. The committee agreed that
rehabilitation teams following up people after traumatic SCI can help to foster a better
relationship. In their experience, continuing communication after transfer from
inpatient settings means people with SCI feel better supported by rehabilitation
services and shows that they have not been forgotten about after discharge. This is
best provided as part of a structured review of progress, in order to ensure that
follow-up is consistent and well-documented. However, routine follow-up
appointments can be disruptive to people’s lives after they are discharged back into
the community, which may decrease their attendance levels. The committee used the
evidence to recommend telephone and video link to help to facilitate this follow-up for
both clinician and patient. However, due to the strength of the evidence, they were
listed as examples to consider and are not the only possibilities. No further evidence
was found for access to specialist equitment. The committee therefore used their
experience and expertise to recommend early assessment for possible use of
assistive technology (for example, environment control systems) and referral to
special services if needed. Assistive technology can be useful in promoting
independence even within an inpatient setting (rather than to simply aid follow-up),
which can greatly benefit high cervical SCI rehabilitation after trauma.

The committee discussed the importance of proactively assessing and managing
bladder and bowel function in individuals with SCI. Although this review looked for
evidence on early prophylactic bladder and bowel management, no studies were
found. However, the committee agreed that this was an important area to standardise
as they are aware that practice differs between NHS Trusts and the consequences of
undetected bladder and bowel malfunction can be severe for patients. These can
range from damage to upper renal tracts, bowel perforation, aspiration of bowel
contents and overflow diarrhoea. Additionally, bowel malfunction can lead to severe
constipation with colonic distension, causing respiratory distress. As SCI patients
with paralysis of chest muscles are reliant on their diaphragms to be able to take
deep breaths, respiratory failure is also a possibility. All of these will impact on the
ability of a person to start or continue with their rehabilitation programme, which can
lead to poorer outcomes. Bladder and bowel malfunction can be present as a long-
term issue after SCI, even with a full return to mobility and physical functioning. The
committee discussed that this can cause distress and people can feel embarrassed
about raising the subject with healthcare professionals. Thereofore, proactively
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assessing for and managing these issues early is important for future function and
quality of life. The committee decided to include recommendations based on their
expertise and experience, as well as NICE guidelines on acute kidney injury and
urinary incontinence in neurological disease. As respiratory function can be
compromised as a result of SCI, leading to respiratory failure, the committee
recommended that respiratory function is proactively assessed and managed in all
individuals with SCI. The committee recommended that vital capacity is measured as
per the NICE guideline on spinal injury, as SCI may directly impact chest muscles. In
turn, this will affect the person’s ability to maintain respiratory function. The
committee also used their experience to recommend several techniques and devices
to maintain respiratory function (for example, active cycle breathing, incentive
spirometry and cough assist techniques) that could be used if indicated. Due to the
range of possibilities and the fact that no evidence was identified for this
recommendation, the committee recommended considering these examples but are
aware that it might not be suitable for some people aftter traumatic injury. There is an
additional consideration when assessing and managing bladder and bowel function
in younger children. The committee recommended asking parents and carers about
their child’s continence abilities before the accident, because the management for
children who are not yet continent is different from those who are. No age has been
specified beyond younger children as continence skills evolve at different paces for
individuals.

In people with SCI, there is also an increased risk of aspiration pneumonia due to
neurogenic bowel stasis and dysphagia as a result of SCI. The committee made a
recommendation on keeping a patient nil by mouth until their swallowing capabilities
and bowel function have been assessed. Both of these can lead to serious clinical
complications in early rehabilitation stages. The committee discussed the benefits of
keeping a patient nil by mouth and the nutritional risks of limiting hydration and
calories. Therefore, they highlighted that unnecessary delays (for example, referral to
services without weekend staffing) in assessing bowel function should be limited to
prevent the harms outweighing potential benefits.

The committee discussed the importance of preventing complications during early
SCI management, in order to allow rehabilitation to start and proceed without delays.
The committee discussed that individuals with high level SCI may have an increased
need for respiratory care and recommended the consideration of critical care
management for these individuals.

The committee also discussed their experiences regarding skin and pressure
management care in non-specialist settings, a particular area of concern for
individuals with SCI. Unless a person who is paralysed is regularly and intensively
checked (for example, for folds in sheets, catheter tubes, sitting in a chair for too
long), deep pressure sores can develop very quickly and take months to heal, which
will cause large delays in either starting or continuing rehabilitation. This routine skin
assessment is often neglected in acute hospitals, so the committee recommended a
proactive approach to managing skin and pressure care in order to decrease
morbidity and potential delays in rehabilitation. Healthcare professionals should also
educate people with SCI so that they have the knowledge to maintain their own skin
safety in the long term, even if this is by them reminding carers that they need to be
checked.

The committee discussed two major concerns over blood pressure management in
individuals with SCI. Autonomic dysreflexia is a life-threatening complication of any
high level SCI (T6 and above). Potential stimuli such as bladder issues, bowel issues
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and pressure sores can cause severe hypertension, which can in turn cause strokes,
encephalopathy, brain haemorrhages or heart attacks if not treated. Conversely, the
majority of people with SCI develop orthostatic hypotension. This is defined as low
blood pressure when changing from lying to sitting or sitting to standing and can
interfere with patient engagement in rehabilitation. Participation in rehabilitation will
be affected while blood pressure is stabilised, as people will not be able to perform
certain exercises (for example, those that require changes in position). The
committee therefore recommended the use of interventions to treat both high and low
blood pressure.

The committee discussed the importance of the relationship between mobility and
maintaining range of motion in individuals with SCI. In their experience and expertise,
early use of splints and orthoses can lead to better rehabilitation outcomes after
traumatic injury. However, no evidence was identified for this recommendation.
Additionally, the committee discussed the wide range of needs within the traumatic
SCI population. Due to these reasons, the committee recommended considering the
early use of splints and orthoses but highlight that this needs to be examined on a
case-by-case basis. The committee discussed the benefits and harms of using spinal
orthoses in people with SCI. While they agree that spinal orthoses can be beneficial
in certain SCI populations, they can cause skin and tissue breakdown through
rubbing and direct pressure on the skin. Due to the spinal cord sensory damage,
individuals with SCI often have sensory deficits which will affect their ability to feel
areas of irritation and monitor their own pressure sores. The committee
recommended regularly checking spinal immobilisation orthoses for complications. If
spinal orthoses begin to have adverse effects or affect participation in rehabilitation
exercises, the rehabilitation team should contact surgical teams to discuss available
surgical treatment options that could be useful. Another area of complexity is upper
limb splinting in individuals with incomplete mid-spinal injury which represents a
special situation, because maintenance of full range of motion in the upper limb is not
always advisable. In this population, their fingers will naturally curl up over time. In
other types of SCI, splinting would be used to correct this but this would be at the
expense of shortened tendons. People with mid-spinal incomplete SCI use these
shortened tendons to their advantage later on in rehabilitation, to develop a tenodesis
grasp (opening and closing hands by using wrist movements). This expands the
amount of activities of daily living they can perform (for example, holding objects or
operating self-propelled wheelchairs). However, this could be lost if their hands were
splinted early in their recovery. Therefore, the committee decided to recommend
maintaining joint range of motion but would leave the details on how to do it to the
supervising healthcare professionals. Specialist advice may be needed to ensure
individual complexity and preferences are understood, especially in complex cases
described above, and supervising healthcare professionals should ensure that this
advice is sought when needed.

Evidence was searched for how length of bed-rest and the use of early mobilisation
strategies can affect rehabilitation outcomes in people with traumatic SCI. One study
reported no clinically important differences in patient acceptability between
participants receiving ‘unsupported sitting training plus standard in-patient
rehabilitation’ when compared to ‘Standard in-patient therapy’. This evidence was
judged to be of very low quality and so the committee did not use it in their
development of recommendations. The committee collectively agreed on the
importance of early mobilisation in preventing other complications such as pressure
sores or respiratory iliness. They used their experience and expertise to recommend
using interventions to aid early mobilisation. No evidence was identified for specific
interventions, and so the committee recommended that healthcare professionals
consider using examples such as progressive sitting or tilt tables, but did not specify
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further. This should be started as soon as a person is able to after SCI, in order to
prevent complications caused by long periods of immobility such as pneumonia or
pressure sores. The length of bedrest is a particular area of variation in practice, with
bedrest ranging from 0 weeks to 6 weeks after trauma. The committee discussed
how this was an area where future research would assist practice greatly and
therefore made a research recommendation.

Although evidence was found that showed benefits of additional techniques and
specialised equipment (for example, NMES or FES) for quality of life and activities of
daily living in patients with SCI, the quality was low or very low and the clinical
importance of effect estimates varied between time points. The committee agreed
that in their clinical experience additional techniques and specialised equipment can
be of benefit to patients. However, they discussed that these specialist equipment
are expensive and any recommendation would have a resource impact. Additionally,
they noted the the low quality of evidence and the fact that clinical important benefits
are not sustained. Therefore, they recommended their use only be considered in
order to promote mobility, upper limb function and independent walking. They used
their experience and expertise to recommend several examples, but did not specify
further. The committee discussed the evidence of clinically important, sustained,
increased levels of activites of daily living reported in people receiving enhanced
robotic training versus those receiving minimised robotic training and whether this
warranted a stronger, individual recommendation. However, the quality was very low
and, again, it it was decided that the resource impact of recommending this specific
specialised equipment would be too large to be justified by the very low quality
evidence.

The committee agreed that it is important to treat spasticity to prevent losing range of
joint movement and contractures. Although only low quality evidence was found for
the use of Baclofen and botulinum toxin A in treating spasticity, the study reported a
clinically important increase in activities of daily living for individuals with SCI. This
was in accordance with the experience of the committee, many of whom find both
beneficial in treating spasticity. The combination of evidence and experience led the
committee to recommend oral antispasmodic agents (of which Baclofen is an
example) and botulinum toxin A for spasticity management. However, as this is not
suitable in all clinical circumstances, the committee caveated that this should be
considered rather than mandatory. As with adults, the committee agreed the
importance of treating spasticity in children and young people in order to prevent
losing range of joint movement and contractures. As there is already a NICE
guideline covering this condition, the committee directed readers to the NICE
guideline on management of spasticity in under 19s for further guidance.

Unlike most adults, children and young people are still growing at the time of their
accident. Particularly, their spine should lengthen and grow in a straight vertical line
(albeit with some natural curvature of the neck and lower back). Children and young
people with SCI can have their normal spinal growth patterns affected, causing
kyphoscoliosis (which can present as an exaggeration of back to front curves, curves
affecting the thoracic area or abnormal posture). In turn, this can cause problems
with cardiorespiratory function or impact on internal organs. This can be prevented if
picked up early and treated with surgery. Monitoring is important to make sure
skeletal growth trajectories are maintained as this cannot be rectified once bone
growth stops.

Although the risk of low mood and psychological trauma is applicable to many people
following complex traumatic injury, it can be a particular issue following SCI. This is
due to the possibility of permanent decreased motor function or complete paralysis
below the level of injury, which requires a large (and sometimes permanent) change
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in individual and family lives. Healthcare staff need to be aware of this increased risk
and how it may impact participation in physical and psychological rehabilitation. The
committee discussed the use of psychological interventions in individuals with SCI.
Moderate and low quality evidence was found regarding a beneficial impact of online
CBT, reporting a clinically important increase on overall quality of life. However, as
this evidence was found in a population of individuals with both SCI and chronic pain
(which requires specialised treatment) and recommending CBT for individuals with
SCI would have a resource impact, the committee decided not to make a specific
recommendation. The committee’s experience is that not everyone will require
psychological interventions and they discussed the need to target resources and
assessment to be most beneficial for patients. Therefore, they recommended
considering psychological support after SCI but highlighted that the rehabilitation
team should have access to a psychologist trained in physical trauma and
rehabilitation, who can offer psychological support if indicated. After trauma, people
can develop long-term psychological impact from changes to their body image.
Healthcare professionals should be aware of this. Children and young people
undergo many transitions as they grow (for example, puberty or moving schools)
which may cause emotional and psychological difficulties. However, in children and
young people with traumatic SCI, these additional concerns should be actively
monitored (for example, around relationships with others).

Cost effectiveness and resource use

There was no existing economic evidence for this review.

The timeliness for discussion with the regional specialist cord injury centre is
established by existing guidance and standards. These are implemented across the
health service and would not incur additional resources.

The completion of the ASIA chart and recommendations about the management of
bladder function, bowel function, respiratory function, skin, and pressure care reflect
standard practice and are not expected to incur additional health service resources.

The committee explained that the use of splints and orthoses to maintain range of
motion are also standard practice and are not expected to incur additional resources.
There may be modest resource implications associated with seeking specialist
advice for the use of hand splints in people with higher-level cervical spinal injury.
Although, this is justifiable as this is deemed essential in ensuring the success of
rehabilitation.

The committee explained that orthoses, functional electrical stimulation, bodyweight
gait training are commonly used techniques. The robotic devices are least commonly
used and are associated with high acquisition costs. However, the committee made
only a consider recommendation in this area, and the recommendation is not
expected to result in a resource impact.

The committee highlighted that botulinum toxin A has a higher acquisition cost when
compared with oral antispasmodic agents. However, the committee could not draw
any firm conclusions about the effectiveness of method of treating spasticity from the
limited clinical evidence. The committee explained that for some people oral
medications, e.g. baclofen, have a general effect and might fail to reduce spasticity
significantly / achieve the required control or have unacceptable side effects affecting
function. In people where a highly specific site control is required botulinum toxin A
may be more suitable. Therefore, the committee recommended both treatments.

The committee explained that, generally, psychological support is available to people
with spinal injuries. The committee has recommended that services should have
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access to a psychologist. It does not imply that services will have to recruit new
psychologists, i.e. services will be able to draw on broader expertise within, for
example, their trauma network. This recommendation is not expected to have a
resource impact.

The committee explained that ongoing contact between the rehabilitation team by
telephone or video link is standard practice in most centres. Also, greater utilisation
of such practices is likely to represent cost savings to the health service.

NOoO O AWN -

8 Recommendations supported by this evidence review

9 This evidence review supports recommendations 1.15.1, 1.15.2, 1.15.3, 1.15.4,
10 1.15.5, 1.15.6, 1.15.7, 1.15.8, 1.15.10, 1.15.11, 1.15.13, 1.15.14, 1.15.15, 1.15.16,
11 1.15.18, 1.15.19, 1.15.20, 1.15.21, 1.15.22, 1.15.23, 1.15.24, 1.15.25, 1.15.27,

12 1.15.28, 1.15.29, 1.15.30, 1.15.31 and 1.15.32 in the NICE guideline.

13
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Appendices

Appendix A — Review protocols

Review protocol for review question: C.3a For adults with complex rehabilitation needs after traumatic injury that involves
spinal cord injury, what specific rehabilitation programmes and packages are effective and acceptable?

PROSPERO registration number
Review title

Review question
Objective

Searches

Condition or domain being
studied

Table 4: Review protocol for specific programmes and packages in spinal cord injury for adults

CRD42019145978
Specific programmes and packages in spinal cord injury for adults

For adults with complex rehabilitation needs after traumatic injury that involves spinal cord injury, what specific
rehabilitation programmes and packages are effective and acceptable?

To examine the effectiveness of specific rehabilitation programmes and packages among adults with complex
rehabilitation needs after traumatic injury that involves spinal cord injury

The following databases will be searched:

e Cochrane Central Register of Controlled Trials (CENTRAL)

e Cochrane Database of Systematic Reviews (CDSR)

e Embase

o MEDLINE

Searches will be restricted by:

e Date: 1995 onwards as there has been significant change in practice since then
e English language

e Human studies

See appendix B for the full search strategies.

Complex rehabilitation needs resulting from traumatic injury

‘Complex rehab needs’ refers to ‘multiple needs, and will always involve coordinated multidisciplinary input from 2 or more
allied health professional disciplines, and also include the following:
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o Vocational or educational social support for the person to return to their previous functional level, including return to
work, school or college

e Emotional, psychological and psychosocial support

e Equipment or adaptations

e Ongoing recovery from injury that may change the person’s rehabilitation needs (for example, restrictions of weight
bearing, cast immobilisation in feature clinic)

o Further surgery and readmissions to hospital

Traumatic injury is defined as ‘traumatic injury as injury that requires admission to hospital at the time of injury.

Population Inclusion:
o Adults (aged 18 years and above) with complex rehabilitation needs resulting from traumatic injury that involves spinal
cord injury and requires admission to hospital

Exclusion:

o Adults with complex rehabilitation needs resulting from traumatic brain injury (including anoxic brain injury, for example,
drowning and strangulation)

o Adults with traumatic injuries who do not have complex rehabilitation needs and/or do not require admission to hospital

o Adults with complex rehabilitation needs resulting from traumatic injury that involves spinal cord injury who are admitted
to the ICU

Intervention Standard care consisting of at least 2 of the following: Early referral to spinal cord unit, physiotherapy [range of movement
exercises, respiratory management, exercises to maintain muscle function, mobilisation and training with mobilisation aids
such as crutches or frame or wheelchairs], orthotics and splinting, pressure care management of skin, occupational
therapy assessment, identification and support of activities of daily living through training or aids, and acute pain
management; in addition to at least one of the following

Spinal cord injury interventions:
o Autonomic dysreflexia (e.g. sudden surge in blood pressure, constipation, spasiticity) management
o Early prophylactic bladder and bowel management (using one or more of the following strategies:
o Bowel:
- Suppositories
- Enemaltransanal irrigation
- Laxatives
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- Digital removal of faeces (i.e. finger)
- Valsalva maneuver
- Rectal/sacral stimulation/innervation
- Colostomy
- Manometry
- Dietary fiber
- Massage
- Neural prostheses
- Self-help devices
- Anal plug (for severe diarrhoea)
o Bladder:

- Bladder retraining/training strategies
- Anti spasmodics (e.g. Botulinum toxin/onabotulinumtoxin A or oxybutynin)
- Catheterization (in-dwelling or urethral
- Self-catheterisation or intermittent self catheterisation
- Suprapubic catheterisation
- Clamping off
- Flip flo
- Regular monitoring of upper renal tract function

o Functional electrical stimulation (FES)

o Neuromuscular electrical stimulation (NMES)

o Length of bed-rest and early mobilisation (i.e., sitting)

e Low blood pressure management (postural hypotension)

o Spasticity management of spinal cord (i.e., pharmacological management e.g. intrathecal or oral baclofen, tizanidine,
botulism toxin, dantrolene, gabapentin, phenol; positioning and seating systems; splinting)

o Early access to spinal cord services including outreach (early defined as “after the surgery management required has
been done at the main trauma unit”).

o Access to specialist equipment which include wheelchairs, assistive technology and environmental control (e.g. single
access systems, specialist seating and alternative keyboards)
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e Specialist equipment such as FES in bike or orthotics, standing frames, body weight supported gait training, exoskeleton
or robotic orthotics, tilt table

e Psychological therapies for adjustment and engagement (Compassionate mind therapy, Acceptance and commitment
therapy, Mindfulness, Visualisation or ‘mentalisation’ to support physical rehab, Relaxation [progressive, or breathing
based, or other], Mirror therapy, Cognitive behavioural therapy)

Comparator/Reference 1) Standard care consisting of at least 2 of the following: Early referral to spinal cord unit, physiotherapy [range of
standard/Confounding factors movement exercises, respiratory management, exercises to maintain muscle function, mobilisation and training with
mobilisation aids such as crutches or frame or wheelchairs], orthotics and splinting, pressure care management of skin,
occupational therapy assessment, identification and support of activities of daily living through training or aids, and acute
pain management.
2) Studies that employ the same intervention program as listed under ‘interventions’ but vary it in terms of any of the
following:

e Frequency

e Intensity

e Timing
Types of study to be included o Systematic review of RCTs

o Randomised controlled trials

If no RCT data are available for an intervention, evidence from the followings will be considered in order

o Cluster-randomised trial

o Systematic review of non-randomised studies

o Comparative prospective cohort studies with N=100 per treatment arm

e Comparative retrospective cohort studies with N=100 per treatment arm
Other exclusion criteria Study design:

o Cross-over design

o Case-controls

e Cross-sectional

o Case series and case reports

o Audits

Language:
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o Non-English
e Publication status:
o Abstract only
Context Settings - Inclusion:
o All inpatient, outpatient and community settings in which rehabilitation services following traumatic injury are provided
Settings - Exclusion:
e Accident and emergency departments
o Critical care units

e Prisons
Primary outcomes (critical ¢ Overall quality of life (EURO-QoL 5D 3L, SF-36, SF-12, SF-6D)
outcomes) o Acute length of staying in main trauma unit

o Patient acceptability (any direct measure)
Timeframe for the follow-up will be 0-18 months. This will be grouped into short-term (0-6 months) and long-term (more
than 6 months).
Secondary outcomes o Hospital readmission
(important outcomes) e Return to work or education
e Changes in mood (Depression measures — BDI, DAS, HADS, PH-Q9)
e Changes in activity of daily living (Barthel ADL index, EADL-Test, Katz, OARS, PAT, PSMS, SCIM)
Timeframe for the follow-up will be 0-18 months. This will be grouped into short-term (0-6 months) and long-term (more
than 6 months).

Data extraction (selection and All references identified by the searches and from other sources will be uploaded into STAR and de-duplicated. The full

coding) text of potentially eligible studies will be retrieved and will be assessed in line with the criteria outlined above. A
standardised form will be used to extract data from studies (see Developing NICE guidelines: the manual section 6.4.
Study investigators may be contacted for missing data where time and resources allow.

Risk of bias (quality) Risk of bias will be assessed using the appropriate checklist as described in Developing NICE guidelines: the manual.
assessment
Strategy for data synthesis NGA STAR software will be used for generating bibliographies/citations, study sifting and data extraction.

Pairwise meta-analyses, if possible, will be performed using Cochrane Review Manager (RevMan5). For details please
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see the methods chapter of the full guideline

‘GRADEpro’ will be used to assess the quality of evidence for each outcome.
Analysis of sub-groups The following subgroups will be considered:

o Complete versus incomplete injury

No further subgroups were specified for this question for data stratification, but if there is unexplained heterogeneity, we
will look at the following subgroups to try to identify the source of it:

o People with pre-existing physical and/or mental health conditions (including substance misuse), physical and learning
disability, or frailty versus no pre-existing condition

¢ People who require safeguarding versus no safeguarding

Type and method of review Intervention

Language English

Country England

Anticipated or actual start date 18/07/2019

Anticipated completion date 24/11/2020

Stage of review at time of this . Complete

submission Review stage Started d
Preliminary searches ¥ ¥
Piloting of the study 2 2
selection process
Formal screening of
search results against ¥ v
eligibility criteria
Data extraction v v
Risk of bias (quality) 2 v
assessment
Data analysis [ [
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Named contact

Review team members
Funding sources/sponsor
Conflicts of interest

Collaborators

Other registration details

Reference/URL for published
protocol

Dissemination plans

Keywords

Details of existing review of
same topic by same authors

Current review status
Additional information
Details of final publication

National Guideline Alliance

National Guideline Alliance
This systematic review is being completed by the National Guideline Alliance which receives funding from NICE.

All guideline committee members and anyone who has direct input into NICE guidelines (including the evidence review
team and expert witnesses) must declare any potential conflicts of interest in line with NICE's code of practice for declaring
and dealing with conflicts of interest. Any relevant interests, or changes to interests, will also be declared publicly at the
start of each guideline committee meeting. Before each meeting, any potential conflicts of interest will be considered by
the guideline committee Chair and a senior member of the development team. Any decisions to exclude a person from all
or part of a meeting will be documented. Any changes to a member's declaration of interests will be recorded in the
minutes of the meeting. Declarations of interests will be published with the final guideline.

Development of this systematic review will be overseen by an advisory committee who will use the review to inform the
development of evidence-based recommendations in line with section 3 of Developing NICE guidelines: the manual.
Members of the guideline committee are available on the NICE website:
https://www.nice.org.uk/guidance/indevelopment/gid-ng10105

https://www.crd.york.ac.uk/prospero/display_record.php?RecordID=145978

NICE may use a range of different methods to raise awareness of the guideline. These include standard approaches such
as: notifying registered stakeholders of publication, publicising the guideline through NICE's newsletter and alerts, issuing
a press release or briefing as appropriate, posting news articles on the NICE website, using social media channels, and
publicising the guideline within NICE.

www.hice.org.uk

ADL: Activities of daily living; BDI: Beck depression inventory; CDSR: Cochrane Database of Systematic Reviews; CENTRAL: Cochrane Central Register of Controlled Trials;
DAS: Disability assessment schedule; EADL-Test: Erlangen Activities of Daily Living test; EURO-QoL 5D 3L: EuroQol 5 dimensions and 3 levels; FES: functional electrical
stimulation; HADS: Hospital anxiety and depression scale; ICU: intensive care unit; N: number; NICE: National Institute for Clinical Excellence; NMES: neuromuscular electrical
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stimulation; OARS: Older Americans resources and services; PAT: Performance ADL test; PH-Q9: Patient health questionnaire with 9 questions; PROSPERQ: International
prospective register of systematic reviews;, PSMS: Physical self-maintenance scale; RCT: randomised controlled trial; SCIM: spinal cord independence measure; SF-12: 12 item
short-form survey; SF-36: 36 item short-form survey; SF-6D: 6-dimension short-form

Review protocol for review question: C.3b For children and young people with complex rehabilitation needs after traumatic
injury that results in spinal cord injury, what specific rehabilitation programmes and packages are effective and acceptable?

Table 5: Review protocol for specific programmes and packages in spinal cord injury for children and young people

PROSPERO registration number  CRD42019145984

Review title Specific programmes and packages in spinal cord injury for children and young people

Review question For children and young people with complex rehabilitation needs after traumatic injury that results in spinal cord injury,
what specific rehabilitation programmes and packages are effective and acceptable?

Objective To evaluate the effectiveness of specific rehabilitation programmes and packages among children and young people
with complex rehabilitation needs after traumatic injury that results in spinal cord injury

Searches The following databases will be searched:

Cochrane Central Register of Controlled Trials (CENTRAL)

Cochrane Database of Systematic Reviews (CDSR)

Embase

MEDLINE

Searches will be restricted by:

Date: 1995 onwards as there has been significant change in practice since then
English language

Human studies

See appendix B for full search strategies.

Condition or domain being Complex rehabilitation needs resulting from traumatic injury

studied ‘Complex rehab needs’ refers to ‘multiple needs, and will always involve coordinated multidisciplinary input from 2 or
more allied health professional disciplines, and could also include the following:

Vocational or educational social support for the person to return to their previous functional level, including return to
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Population

Intervention

work, school or college
Emotional, psychological and psychosocial support
Equipment or adaptations

Ongoing recovery from injury that may change the person’s rehabilitation needs (for example, restrictions of weight
bearing, cast immobilisation in feature clinic)

Further surgery and readmissions to hospital
Traumatic injury is defined as ‘traumatic injury as injury that requires admission to hospital at the time of injury.’

Inclusion:
Children and young people (aged below 18 years) with complex rehabilitation needs resulting from traumatic injury that
results in spinal cord injury and requires admission to hospital

Exclusion:
Children and young people with complex rehabilitation needs resulting from traumatic brain injury (including anoxic
brain injury, for example, drowning and strangulation)

Children and young people with traumatic injuries who do not have complex rehabilitation needs and/or do not require
admission to hospital

Children and young people with complex rehabilitation needs resulting from traumatic injury that results in limb
reconstruction, limb loss or amputation who are currently admitted to the PICU

Standard care consisting of at least 2 of the following: Early referral to spinal cord unit, physiotherapy [range of
movement exercises, respiratory management, exercises to maintain muscle function, mobilisation and training with
mobilisation aids such as crutches or frame or wheelchairs], orthotics and splinting, pressure care management of
skin, occupational therapy assessment, identification and support of activities of daily living through training or aids,
and acute pain management; in addition to at least one of the following:

Bowel management (using one or more of the following strategies:
Toilet training
Suppositories
Enemal/transanal irrigation
Laxatives
Digital removal of faeces (i.e. finger)
Valsalva manoeuver
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Rectal/sacral stimulation/innervation
Colostomy
Manometry
Dietary fibre
Massage
Neural prostheses
Self-help devices
Anal plug (for severe diarrhoea))
Early prophylactic bladder management (using one or more of the following strategies:
Bladder retraining/training strategies
Anti spasmodics (e.g. Botulinum toxin/onabotulinumtoxin A or oxybutynin)
Catheterization (in-dwelling or urethral
Self-catheterisation or intermittent self-catheterisation (ISC)
Suprapubic catheterisation
Clamping off
Flip flo
Regular monitoring of upper renal tract function)
Functional electrical stimulation (FES)
Neuromuscular electrical stimulation (NMES)
Autonomic dysreflexia (e.g. sudden surge in blood pressure, constipation, spasticity) management
Length of bed-rest and early mobilisation (i.e., sitting)
Low blood pressure management (postural hypotension)
Spasticity management of spinal cord (i.e., pharmacological management e.g. intrathecal or oral baclofen, tizanidine,
botulism toxin, dantrolene, gabapentin, phenol; positioning and seating systems; splinting)
Early access to spinal cord services including outreach (early defined as “after the surgery management required has
been done at the main trauma unit”).
Access to specialist equipment which include wheelchairs, assistive technology and environmental control (e.g. single
access systems, specialist seating and alternative keyboards)
Specialist equipment such as FES in bike or orthotics, standing frames, body weight supported gait training,
exoskeleton or robotic orthotics, tilt table
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Comparator/Reference
standard/Confounding factors

Types of study to be included

Other exclusion criteria

Psychological therapies for adjustment and engagement (Compassionate mind therapy, Acceptance and commitment
therapy, Mindfulness, Visualisation or ‘mentalisation’ to support physical rehab, Relaxation [progressive, or
breathing based, or other], Mirror therapy, Cognitive behavioural therapy)

Early specialist play therapy

School-based educational interventions (ergonomics)

Exclusion:

Rehabilitation packages and programmes relating to traumatic brain injury, sight loss and hearing loss

Social care interventions (for example, home care or personal assistance)

Long-term care and rehabilitation packages for people with long-term care needs

Specific pain management interventions

1) Standard care consisting of at least 2 of the following: Early referral to spinal cord unit, physiotherapy [range of
movement exercises, respiratory management, exercises to maintain muscle function, mobilisation and training with
mobilisation aids such as crutches or frame or wheelchairs], orthotics and splinting, pressure care management of
skin, occupational therapy assessment, identification and support of activities of daily living through training or aids,
and acute pain management.

2) Studies that employ the same intervention program as listed under ‘interventions’ but vary it in terms of any of the
following:

Frequency

Intensity

Timing

Randomised controlled trials (RCTs)

Systematic review of RCTs

If no RCT data are available for an intervention, evidence from the followings will be considered in order
Cluster-randomised ftrial

Systematic review of non-randomised studies

Comparative prospective cohort studies with N=2100 per treatment arm

Comparative retrospective cohort studies with N=100 per treatment arm

Study design:
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Context

Primary outcomes (critical
outcomes)

Secondary outcomes

Cross-over design
Case-controls
Cross-sectional

Case series and case reports
Audits

Language:
Non-English

Publication status:
Abstract only

Settings - Inclusion:
All inpatient, outpatient and community settings in which rehabilitation services following traumatic injury are provided

Settings - Exclusion:

Accident and emergency departments
Critical care units

Prisons.

Critical:

Overall quality of life including quality of sleep [CHQ-CF80, CHQ-PF-50, PEDS-QL, EURO-QoL 5D-Y, SF-36, SF-12,
SF-6D, TARN, SCIM]

Acute length of stay in main trauma unit

Patient and families and carers’ acceptability (any direct measure; if not reported, but patient satisfaction is, this will be
reported instead)

Timeframe for the follow-up will be 0-5 years. This will be grouped into short-term (0-6 months) and long-term (more

than 6 months).

Important:
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(important outcomes) Hospital readmission
Return to education or work
Changes in mood [Any measure, PEDS-QL, Depression measures — HADS, PHQ-9, BDI, DASS]
Changes in activity of daily living (COPM, Barthel ADL Index, Katz, PSMS, OARS, PAT, E-ADL-Test)

Timeframe for the follow-up will be 0-5 years. This will be grouped into short-term (0-6 months) and long-term (more
than 6 months).

Data extraction (selection and All references identified by the searches and from other sources will be uploaded into STAR and de-duplicated. The

coding) full text of potentially eligible studies will be retrieved and will be assessed in line with the criteria outlined above. A
standardised form will be used to extract data from studies (see Developing NICE guidelines: the manual section 6.4.

Risk of bias (quality) Risk of bias will be assessed using the appropriate checklist as described in Developing NICE guidelines: the manual.

assessment

Strategy for data synthesis NGA STAR software will be used for generating bibliographies/citations, study sifting and data extraction.

If pairwise meta-analyses are undertaken, they will be performed using Cochrane Review Manager (RevMan).
‘GRADEpro’ will be used to assess the quality of evidence for each outcome.

Analysis of sub-groups The following subgroups will be considered:
Complete versus incomplete injury.
No further subgroups were specified for this question for data stratification, but if there is unexplained heterogeneity,
we will look at the following subgroups to try to identify the source of it:

Children and young people with pre-existing physical and/or mental health conditions (including substance misuse),
physical and learning disability, or prematurity versus no pre-existing conditions

Children and young people who are suspected of sustaining non-accidental injuries versus accidental injuries

Children and young people whose parents are very involved in their rehabilitation/recovery (e.g., by staying overnight
in hospital) versus not involved

Age (0-3 versus 4-7 versus 8-12 versus 13-17).

Type and method of review Intervention
Language English

Country England

Anticipated or actual start date 17t July 2019
Anticipated completion date 24t November 2020
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Stage of review at time of this
submission

Named contact

Review team members
Funding sources/sponsor
Conflicts of interest

Collaborators

Other registration details
Reference/URL for published

Review stage Started Completed
Preliminary searches ¥ v
Piloting of the study v =

selection process

Formal screening of
search results against v V
eligibility criteria

Data extraction v [v
Risk of bias (quality) a =
assessment
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ADL: Activities of daily living; BDI: Beck’s Depression Inventory; CDSR: Cochrane Database of Systematic Reviews, CENTRAL: Cochrane Central Register of Controlled Trials;
CHQ-CF80: Child (12-18 years old) Health Questionnaire (80 items); CHQ-PF-50: Parent-reported Child (aged 5-18 years old) Health Questionnaire (50 items); COPM: Canadian
Occupational Performance Measure; DASS: Depression Anxiety Stress Scale; E-ADL-Test: Erlangen Activities of Daily Living test; EURO-QoL 5D-Y: EuroQol 5 dimensions and 3
levels (Youth); FES: Functional electrical stimulation; FIM: Functional independence measure; GRADE: Grading of Recommendations Assessment, Development and Evaluation;
HADS: Hospital Anxiety and Depression Scale; ISC: Intermittent self-catheterisation; N: Number; NGA: National Guideline Alliance; NHS: National Health Service; NICE: National
Institute for Health and Care Excellence; NMES: Neuromuscular electrical stimulation; OARS: Older Americans Resources and Services; PAT: Performance ADL test; PEDS-QL:
Pediatric Quality of Life Inventory;, PHQ-9: Patient Health Questionnaire (9 items); PICU: Paediatric intensive care unit; PSMS: Physical Self-Maintenance Scale; RCT: randomised
controlled trial; SCIM: spinal cord independence measure; SF-12: Short-form survey (12 items); SF-36: Short-form survey (36 items); SF-6D: Short-form survey 6-dimension;
TARN: Trauma Audit and Research Network.
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Appendix B — Literature search strategies
Literature search strategies for review questions:

C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable?

C.3b For children and young people with complex rehabilitation needs after
traumatic injury that results in spinal cord injury, what specific
rehabilitation programmes and packages are effective and acceptable?

A combined search was conducted for both review questions.

Note the searches for this review were re-run on 13/11/2020 but with a randomized
controlled trial search filter added. This was in order to capture any high level
evidence published since the original search was run on 31/05/2019.

Review question search strategies

Databases: Medline; Medline EPub Ahead of Print; and Medline In-Process &
Other Non-Indexed Citations

Date of last search: 31/05/2019

# Searches

1 SPINAL CORD INJURIES/

2 CENTRAL CORD SYNDROME/

3 SPINAL CORD COMPRESSION/

4 exp SPINAL CORD/in [Injuries]

5 ((spinal$ or spine?) adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

6 (central adj3 cord? adj3 syndrome?).ti,ab.

7 ((spinal$ or spine?) adj3 cord? adj3 compress$).ti,ab.

8 (myelopath$ adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

9 or/1-8

10 FECAL INCONTINENCE/th [Therapy]

11 FECAL INCONTINENCE/rh [Rehabilitation]
12  FECAL INCONTINENCE/pc [Prevention & Control]
13  FECAL INCONTINENCE/dt [Drug Therapy]
14  FECAL INCONTINENCE/dh [Diet Therapy]

15  FECAL IMPACTION/th [Therapy]

16  FECAL IMPACTION/pc [Prevention & Control]
17  FECAL IMPACTION/dt [Drug Therapy]

18  FECAL IMPACTION/dh [Diet Therapy]

19  CONSTIPATION/th [Therapy]

20 CONSTIPATION/rh [Rehabilitation]

21 CONSTIPATION/pc [Prevention & Control]

22  CONSTIPATION/dt [Drug Therapy]

23  CONSTIPATION/dh [Diet Therapy]

24  NEUROGENIC BOWEL/th [Therapy]

25 NEUROGENIC BOWEL/rh [Rehabilitation]

26 NEUROGENIC BOWEL/dt [Drug Therapy]

27 NEUROGENIC BOWEL/dh [Diet Therapy]
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28  MEGACOLON/th [Therapy]

29 MEGACOLON/pc [Prevention & Control]

30 MEGACOLONY/dt [Drug Therapy]

31  MEGACOLON/dh [Diet Therapy]

32  TOILET TRAINING/

33 SUPPOSITORIES/

34 ENEMA/

35 THERAPEUTIC IRRIGATION/

36 LAXATIVES/

37 VALSALVA MANEUVER/

38  RECTUMY/ir [Innervation]

39  SACRUM/ir [Innervation]

40 COLOSTOMY/

41 MANOMETRY/

42 DIETARY FIBER/

43  MASSAGE/

44 DEFECATION/

45 NEURAL PROSTHESES/

46 SELF-HELP DEVICES/

47  (bowel$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

48  ((colorectal$ or colon$) adj3 dysfunction$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

49  (f?ecal$ adj3 (incontinen$ or continen$ or impact$) adj3 (manag$ or therap$ or rehab$ or
intervention? or train$ or retrain$ or care or program$ or treat$)).ti,ab.

50 (constipat$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

51  ((disorder$ or dyssynergic) adj3 defecat$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

52  (megacolon$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

53  ((toilet$ or potty or potties) adj3 (train$ or retrain$)).ti,ab.

54  suppositor$.ti,ab.

55  enema?.ti,ab.

56  wash-out?.ti,ab.

57  ((Transanal$ or anal$ or colon$) adj3 irrigat$).ti,ab.

58 laxative?.ti,ab.

59  (digit$ adj3 (f?eces or intervention? or stimulat$)).ti,ab.

60  (manual$ adj3 evacuat$).ti,ab.

61 (Valsalva adj3 (manoeuvre or maneuver)).ti,ab.

62  ((rectal$ or rectum? or anorectal$ or sacral$ or sacrum?) adj3 (stimulat$ or innervat$)).ti,ab.

63  colostom$.ti,ab.

64  manometr$.ti,ab.

65  ((optimi$ or improv$ or chang$ or adapt$) adj3 (diet? or fluid?)).ti,ab.

66  (diet$ adj3 (fibre or fiber)).ti,ab.

67 ((abdom$ or tumm$) adj3 massag$).ti,ab.

68  (regular$ adj3 (bowel? or defecat$)).ti,ab.

69  (f?ecal$ adj3 continen$).ti,ab.

70  (neur$ adj3 prosthe$).ti,ab.

71  ((bowel? or incontinen$ or constipat$) adj3 (assist$ or self help or selfhelp or adapt$) adj3
(device? or technolog$ or aid?)).ti,ab.

72  (anal$ adj3 plug$).ti,ab.

73  or/10-72

74  URINARY INCONTINENCE/th [Therapy]

75 URINARY INCONTINENCE/rh [Rehabilitation]

76  URINARY INCONTINENCE/pc [Prevention & Control]

77  URINARY INCONTINENCE/dt [Drug Therapy]
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78 URINARY BLADDER, NEUROGENIC/th [Therapy]

79 URINARY BLADDER, NEUROGENIC/rh [Rehabilitation]

80 URINARY BLADDER, NEUROGENIC/pc [Prevention & Control]

81  URINARY BLADDER, NEUROGENIC/dt [Drug Therapy]

82 (URINARY INCONTINENCE/ or URINARY BLADDER, NEUROGENIC/) and (exp
BOTULINUM TOXINS/ or PHENYLPROPANOLAMINE/ or TOLTERODINE TARTRATE/ or
CAPSAICIN/ or MORPHINE/)

83 URINARY CATHETERIZATION/

84 INTERMITTENT URETHRAL CATHETERIZATION/

85  (bladder$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

86  (urological$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

87  (urin$ adj3 (incontinen$ or continen$) adj3 (manag$ or therap$ or rehab$ or intervention? or
train$ or retrain$ or care or program$ or treat$)).ti,ab.

88  ((urin$ or bladder$) adj5 (antispasmodic? or anti-spasmodic? botulinum toxin? or
onabotulinumtoxin? or phenylpropanolamine or tolterodine or oxybutynin or capsaicin or
morphine)).ti,ab.

89  ((urin$ or bladder$) adj3 catheter$).ti,ab.

90  ((intermittent$ or indwell$ or urethral$ or suprapubic$ or supra pubic$) adj3 catheter$).ti,ab.

91 (self adj3 catheter$).ti,ab.

92  (clamp$ adj3 off).ti,ab.

93 flip flo.ti,ab.

94  (monitor$ adj3 (renal$ or urin$) adj3 tract?).ti,ab.

95  or/74-94

96 AUTONOMIC DYSREFLEXIA/

97  (autonomic adj3 (dysreflexi$ or hyperreflexi$)).ti,ab.

98  0r/96-97

99 BED REST/

100 (bed? adj3 rest$).ti,ab.

101 EARLY AMBULATION/

102 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 mobili$).ti,ab.

103 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 ambulation).ti,ab.

104 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 (sit or sits or sitting or stand? or standing
or walk? or walking)).ti,ab.

105 IMMOBILIZATION/ae [Adverse Effects]

106 0or/99-105

107 HYPOTENSION, ORTHOSTATIC/

108 ((orthostatic or postur$) adj5 hypotensi$).ti,ab.

109 ((manag$ or treat$ or therap$) adj5 hypotensi$).ti,ab.

110 ((manag$ or treat$ or therap$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

111 ((sit$ or tilt$ or position$) adj5 hypotensi$).ti,ab.

112 ((sit$ or tilt$ or position$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

113 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 hypotensi$).ti,ab.

114 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

115 or/107-114

116 MUSCLE SPASTICITY/rh [Rehabilitation]
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#
117
118

119
120
121
122
123
124
125
126
127
128
129

130

131

132
133

134
135

136

137

138

139

140

141
142

143
144
145
146

Searches

MUSCLE SPASTICITY/th [Therapy]

MUSCLE SPASTICITY/ and (PATIENT POSITIONING/ or POSTURE/ or WHEELCHAIRS/ or
SPLINTS/)

MUSCLE SPASTICITY/ and MUSCLE STRETCHING EXERCISES/

MUSCLE SPASTICITY/dt [Drug Therapy]

MUSCLE SPASTICITY/ and (BACLOFEN/ or BOTULINUM TOXINS/ or DANTROLENE/ or
GABAPENTIN/ or PHENOLY/)

(Spastic$ adj5 (manag$ or therap$)).ti,ab.

(spastic$ adj5 (position$ or seat$ or wheelchair? or splint$)).ti,ab.

(Spastic$ adj5 (stretch$ or exercis$ or ranging)).ti,ab.

(Spastic$ adj5 range? adj3 mov$).ti,ab.

(spastic$ and (antispasmodic? or anti-spasmodic? or baclofen or tizanidine or botulinum
toxin? or dantrolene or gabapentin or phenol)).ti,ab.

or/116-126

HEALTH SERVICES ACCESSIBILITY/

(PATIENT ADMISSION/ or PATIENT READMISSION/ or PATIENT TRANSFER/ or
"REFERRAL AND CONSULTATION"/) and TIME FACTORS/

((earl$ or prompt$ or immediat$ or initiat$ or start$ or date? or time$ or timing) adj10
(access$ or admission? or readmission? or admit$ or readmit$ or transfer$ or refer$) adj10
(unit? or department? or hospital? or center? or centre? or care or service? or
outreach)).ti,ab.

((week? or day? or hour?) adj5 (access$ or admission? or readmission? or admit$ or
readmit$ or transfer$ or refer$) adj5 (unit? or department? or hospital? or center? or centre?
or care or service? or outreach)).ti,ab.

or/128-131

exp SELF-HELP DEVICES/ and ("HEALTH SERVICES NEEDS AND DEMANDS"/ or NEEDS
ASSESSMENT/ or "DELIVERY OF HEALTH CARE"/ or "DELIVERY OF HEALTH CARE,
INTEGRATED"/)

exp SELF-HELP DEVICES/sd [Supply & Distribution]

("EQUIPMENT AND SUPPLIES"/ or EQUIPMENT DESIGN/ or ENVIRONMENT DESIGN/ or
"ACTIVITIES OF DAILY LIVING"/) and ("HEALTH SERVICES NEEDS AND DEMANDS"/ or
NEEDS ASSESSMENT/ or "DELIVERY OF HEALTH CARE"/ or "DELIVERY OF HEALTH
CARE, INTEGRATED"/)

((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 equipment).ti,ab.

((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj3 (assist$ or self help or selfhelp) adj3 (device?
or technolog$ or aid?)).ti,ab.

((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 environment$ adj3 control$).ti,ab.

((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 ECS).ti,ab.

((access$ or provision$ or provid$ or need? or usage or acquir$ or acquisit$ or availab$ or
prescri$ or referr$ or order$) adj3 (wheel chair? or wheelchair? or power$ chair? or
powerchair?)).ti,ab.

(use? adj3 (wheel chair? or wheelchair? or power$ chair? or powerchair?)).ti.

((access$ or provision$ or provide or provided or providing or need? or usage or acquir$ or
acquisit$ or availab$ or prescri$ or referr$) adj5 (brace? or collar or seat? or chair? or
special$ bed? or sleep$ system? or single access system? or communication board? or
communication aid? or bell? or intercom? or alarm? or pager? or telephone? or phone? or
smartphone? or app? or tablet? or television? or TV or TVs or stereo? or radio? or light$ or
lamp? or fan? or (door? adj3 (releas$ or open$)) or (curtain? adj3 open$) or (window? adj3
open$) or (page? adj3 turn$) or telecare equipment or computer? or keyboard? or mouse or
joystick? or roller ball? or eye gaze or software or ((wash$ or dress$) adj3 aid?) or special$
grip? or handle?)).ti,ab.

or/133-142

*ELECTRIC STIMULATION THERAPY/

((neuro$ or function$) adj3 electrical$ adj3 stimulat$).ti,ab.

NMES.ti,ab.
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147 FES.ti,ab.

148 or/144-147

149 (special$ adj3 equipment?).ti,ab.

150 ELECTRIC STIMULATION THERAPY/ and (BICYCLING/ or exp ORTHOTIC DEVICES/)

151 (function$ adj3 electr$ adj3 stimulat$ adj5 (bike? or bicycl$ or cycl$ or orthotic? or
orthos?s)).ti,ab.

152 (FES adj5 (bike? or bicycl$ or cycl$ or orthotic? or orthos?s)).ti,ab.

153 ((stand? or standing) adj3 (frame? or apparatus or equipment or technolog$ or aid? or
device? or box or boxes)).ti,ab.

154 BODY WEIGHT/ and GAIT/

155 (body adj3 weight? adj3 support$ adj5 train$).ti,ab.

156 (bodyweight? adj3 support$ adj5 train$).ti,ab.

157 EXOSKELETON DEVICE/

158 exoskeleton?.ti,ab.

159 ROBOTICS/ and exp ORTHOTIC DEVICES/

160 (robot$ adj5 (orthotic? or orthos?s)).ti,ab.

161 (robot$ adj3 (device? or rehab$ or train$)).ti,ab.

162  (tilt$ adj3 table?).ti,ab.

163 or/149-162

164 (Mirror? adj3 (therap$ or train$ or feedback or treat$ or device? or box)).ti,ab.

165 (Compassion$ adj3 mind$ adj3 (therap$ or train$)).ti,ab.

166 "ACCEPTANCE AND COMMITMENT THERAPY"/

167 (Accept$ adj3 commit$ adj3 (therap$ or train$)).ti,ab.

168 MINDFULNESS/

169 Mindfulness.ti,ab.

170 (Visuali?ation adj3 (therap$ or train$)).ti,ab.

171 mentali?ation.ti,ab.

172 RELAXATION THERAPY/

173 BREATHING EXERCISES/

174 ((Relax$ or progressive$ or breath$) adj3 (therap$ or train$ or exercis$)).ti,ab.

175 COGNITIVE THERAPY/

176 (Cognit$ adj3 behav$ adj3 (therap$ or train$)).ti,ab.

177 CBT.i,ab.

178 or/165-177

179 9and 73

180 9and 95

181 9and 98

182 9 and 106

183 9and 115

184 9 and 127

185 9and 132

186 9and 143

187 9 and 148

188 9and 163

189 9and 164

190 9and 178

191 or/179-190

192 limit 191 to english language

193 limit 192 to yr="1995 -Current"

194 LETTER/

195 EDITORIAL/

196 NEWS/

197 exp HISTORICAL ARTICLE/

198 ANECDOTES AS TOPIC/

199 COMMENT/

200 CASE REPORT/

201 (letter or comment*).ti.
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202 or/194-201

203 RANDOMIZED CONTROLLED TRIAL/ or random*.ti,ab.
204 202 not 203

205 ANIMALS/ not HUMANS/

206 exp ANIMALS, LABORATORY/
207 exp ANIMAL EXPERIMENTATION/
208 exp MODELS, ANIMAL/

209 exp RODENTIA/

210 (rat or rats or mouse or mice).ti.

211  or/204-210

212 193 not 211

Date last searched: 10/05/2019

# Searches

1 ADOLESCENT/ or MINORS/

2 (adolescen$ or teen$ or youth$ or young or juvenile? or minors or highschool$).ti,ab,jw,nw.

3 exp CHILD/

4 (child$ or schoolchild$ or "school age" or "school aged" or preschool$ or toddler$ or kid? or
kindergar$ or boy? or girl?).ti,ab,jw,nw.

5 exp INFANT/

6 (infan$ or neonat$ or newborn$ or baby or babies).ti,ab,jw,nw.

7 exp PEDIATRICS/ or exp PUBERTY/

8 (p?ediatric$ or pubert$ or prepubert$ or pubescen$ or prepubescen$).ti,ab,jw,nw.

9 or/1-8

10 SPINAL CORD INJURIES/

11 CENTRAL CORD SYNDROME/

12 SPINAL CORD COMPRESSION/

13  exp SPINAL CORD/in [Injuries]

14  ((spinal$ or spine?) adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

15  (central adj3 cord? adj3 syndrome?).ti,ab.

16 ((spinal$ or spine?) adj3 cord? adj3 compress$).ti,ab.

17  (myelopath$ adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

18  or/10-17

19 FECAL INCONTINENCE/th [Therapy]

20 FECAL INCONTINENCE/rh [Rehabilitation]

21 FECAL IMPACTION/th [Therapy]

22 CONSTIPATION/th [Therapy]

23 CONSTIPATION/rh [Rehabilitation]

24 NEUROGENIC BOWEL/th [Therapy]

25 NEUROGENIC BOWEL/rh [Rehabilitation]

26 MEGACOLON/th [Therapy]

27  TOILET TRAINING/

28 SUPPOSITORIES/

29 ENEMA/

30 LAXATIVES/

31 VALSALVA MANEUVER/

32 RECTUM/ir [Innervation]

33  SACRUM/ir [Innervation]

34 COLOSTOMY/

35 MANOMETRY/

36 DIETARY FIBER/

37 MASSAGE/

38 DEFECATION/

39 NEURAL PROSTHESES/

40 SELF-HELP DEVICES/
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41  (bowel$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or care or program$ or
treat$)).ti,ab.

42  ((colorectal$ or colon$) adj5 dysfunction$ adj5 (manag$ or therap$ or rehab$ or intervention?
or train$ or care or program$ or treat$)).ti,ab.

43  (f?ecal$ adj5 (incontinen$ or continen$ or impact$) adj5 (manag$ or therap$ or rehab$ or
intervention? or train$ or care or program$ or treat$)).ti,ab.

44  (constipat$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or care or program$
or treat$)).ti,ab.

45  (disordered adj5 defecat$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or
care or program$ or treat$)).ti,ab.

46  (megacolon$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or care or
program$ or treat$)).ti,ab.

47  ((toilet$ or potty or potties) adj5 train$).ti,ab.

48  suppositor$.ti,ab.

49  enema?.ti,ab.

50  wash-out?.ti,ab.

51  ((Transanal$ or anal$ or colon$) adj3 irrigat$).ti,ab.

52  laxative?.ti,ab.

53  (digit$ adj5 (f?eces or intervention? or stimulat$)).ti,ab.

54  (manual$ adj3 evacuat$).ti,ab.

55  (Valsalva adj3 (manoeuvre or maneuver)).ti,ab.

56  ((rectal$ or rectum? or anorectal$ or sacral$ or sacrum?) adj5 (stimulat$ or innervat$)).ti,ab.

57  colostom$.ti,ab.

58  manometr$.ti,ab.

59  ((optimi$ or improv$ or chang$ or adapt$) adj3 (diet? or fluid?)).ti,ab.

60 (diet$ adj3 (fibre or fiber)).ti,ab.

61  ((abdom$ or tumm$) adj3 massag$).ti,ab.

62  (regular$ adj3 (bowel? or defecat$)).ti,ab.

63  (f?ecal$ adj3 continen$).ti,ab.

64  (neur$ adj3 prosthe$).ti,ab.

65 ((bowel? or incontinen$ or constipat$) adj5 (assist$ or self help or selfhelp or adapt$) adj3
(device? or technolog$ or aid?)).ti,ab.

66  or/19-65

67 PLAY THERAPY/

68 (play$ adj3 therap$).ti,ab.

69  or/67-68

70 (EDUCATION/ or SCHOOLS/) and (ADAPTATION, PHYSIOLOGICAL/ or
ACCLIMATIZATION/ or exp ADAPTATION, PSYCHOLOGICAL/ or ERGONOMICS/ or
EQUIPMENT DESIGN/ or SELF-HELP DEVICES/)

71 ((education$ or school$) adj5 (rehab$ or support$ or adjust$ or adapt$ or chang$ or
reintegrat$ or re-integrat$ or facilitat$ or intervention? or equipment or ergonomic$ or assist$
tech$)).ti,ab.

72  (return$ adj5 (education$ or school$)).ti,ab.

73 or/70-72

74  9and 18 and 66

75 9and 18 and 69

76 9and 18 and 73

77  or/74-76

78  limit 77 to english language

79  limit 78 to yr="1995 -Current"

80 LETTER/
81 EDITORIAL/
82 NEWS/

83  exp HISTORICAL ARTICLE/
84  ANECDOTES AS TOPIC/
85 COMMENT/

86 CASE REPORT/

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages
in spinal cord injury for adults DRAFT (July 2021)

61



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs
after traumatic injury

# Searches
87  (letter or comment*).ti.

88  or/80-87
89 RANDOMIZED CONTROLLED TRIAL/ or random®.ti,ab.
90 88 not89

91  ANIMALS/ not HUMANS/

92  exp ANIMALS, LABORATORY/

93  exp ANIMAL EXPERIMENTATION/
94  exp MODELS, ANIMAL/

95  exp RODENTIA/

96  (rat or rats or mouse or mice).ti.

97  or/90-96

98 79not97

Databases: Embase; and Embase Classic

Date of last search: 31/05/2019

Searches

SPINAL CORD INJURY/

CENTRAL CORD SYNDROME/

CERVICAL SPINAL CORD INJURY/

SPINAL CORD COMPRESSION/

SPINAL CORD TRANSSECTION/

SPINAL CORD TRANSVERSE LESION/

((spinal$ or spine?) adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or

damag$)).ti,ab.

(central adj3 cord? adj3 syndrome?).ti,ab.

((spinal$ or spine?) adj3 cord? adj3 compress$).ti,ab.

10  (myelopath$ adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

11 or/1-10

12  "BLADDER AND BOWEL MANAGEMENT"/

13  FECES INCONTINENCE/dm [Disease Management]

14  FECES INCONTINENCE/th [Therapy]

15  FECES INCONTINENCE/rh [Rehabilitation]

16 FECES INCONTINENCE/pc [Prevention]

17  FECES INCONTINENCE/dt [Drug Therapy]

18 FECES IMPACTION/dm [Disease Management]

19  FECES IMPACTION/th [Therapy]

20 FECES IMPACTION/rh [Rehabilitation]

21 FECES IMPACTION/pc [Prevention]

22  FECES IMPACTION/dt [Drug Therapy]

23  exp CONSTIPATION/dm [Disease Management]

24 exp CONSTIPATION/th [Therapy]

25 exp CONSTIPATION/rh [Rehabilitation]

26  exp CONSTIPATION/pc [Prevention]

27  exp CONSTIPATIONY/dt [Drug Therapy]

28 NEUROGENIC BOWEL/dm [Disease Management]

29 NEUROGENIC BOWEL/th [Therapy]

30 NEUROGENIC BOWEL/rh [Rehabilitation]

31 NEUROGENIC BOWEL/pc [Prevention]

32 NEUROGENIC BOWEL/dt [Drug Therapy]

33 MEGACOLON/dm [Disease Management]

34  MEGACOLON/th [Therapy]

35 MEGACOLONY/dt [Drug Therapy]

36  TOILET TRAINING/

NO O WN

©
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37 SUPPOSITORY/

38 ENEMA/

39 COLON LAVAGE/

40 LAXATIVE/

41 VALSALVA MANEUVER/

42 RECTUM/ and (STIMULATION/ or INNERVATIONY/)

43 SACRUM/ and (STIMULATION/ or INNERVATION/)

44 SACRAL NERVE STIMULATION/

45 COLOSTOMY/

46 MANOMETRY/

47 DIETARY FIBER/

48 MASSAGE/

49 DEFECATION/

50 DEFECATION HABIT/

51 NEUROPROSTHESES/

52 SELF-HELP DEVICES/

53  ANAL PLUG/

54  (bowel$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

55  ((colorectal$ or colon$) adj3 dysfunction$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

56  (f?ecal$ adj3 (incontinen$ or continen$ or impact$) adj3 (manag$ or therap$ or rehab$ or
intervention? or train$ or retrain$ or care or program$ or treat$)).ti,ab.

57  (constipat$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

58  ((disorder$ or dyssynergic) adj3 defecat$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

59  (megacolon$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

60  ((toilet$ or potty or potties) adj3 (train$ or retrain$)).ti,ab.

61 suppositor$.ti,ab.

62 enema?.ti,ab.

63  wash-out?.ti,ab.

64  ((Transanal$ or anal$ or colon$) adj3 irrigat$).ti,ab.

65 laxative?.ti,ab.

66  (digit$ adj3 (f?eces or intervention? or stimulat$)).ti,ab.

67  (manual$ adj3 evacuat$).ti,ab.

68  (Valsalva adj3 (manoeuvre or maneuver)).ti,ab.

69  ((rectal$ or rectum? or anorectal$ or sacral$ or sacrum?) adj3 (stimulat$ or innervat$)).ti,ab.

70  colostom$.ti,ab.

71 manometr$.ti,ab.

72  ((optimi$ or improv$ or chang$ or adapt$) adj3 (diet? or fluid?)).ti,ab.

73  (diet$ adj3 (fibre or fiber)).ti,ab.

74  ((@abdom$ or tumm$) adj3 massag$).ti,ab.

75  (regular$ adj3 (bowel? or defecat$)).ti,ab.

76  (f?ecal$ adj3 continen$).ti,ab.

77  (neur$ adj3 prosthe$).ti,ab.

78  ((bowel? or incontinen$ or constipat$) adj3 (assist$ or self help or selfhelp or adapt$) adj3
(device? or technolog$ or aid?)).ti,ab.

79  (anal$ adj3 plug$).ti,ab.

80 or/12-79

81 URINE INCONTINENCE/dm [Disease Management]

82  URINE INCONTINENCE/th [Therapy]

83 URINE INCONTINENCE/rh [Rehabilitation]

84  URINE INCONTINENCE/pc [Prevention]

85 URINE INCONTINENCE/dt [Drug Therapy]

86 NEUROGENIC BLADDER/dm [Disease Management]
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87 NEUROGENIC BLADDER/th [Therapy]

88 NEUROGENIC BLADDER/rh [Rehabilitation]

89 NEUROGENIC BLADDER/pc [Prevention]

90 NEUROGENIC BLADDER/dt [Drug Therapy]

91 (URINE INCONTINENCE/ or NEUROGENIC BLADDER/) and (BOTULINUM TOXIN/ or
BOTULINUM TOXIN A/ or PHENYLPROPANOLAMINE/ or TOLTERODINE/ or
OXYBUTYNIN/ or CAPSAICIN/ or MORPHINE/)

92 exp BLADDER CATHETERIZATION/

93 INTERMITTENT CATHETERIZATION/

94  (bladder$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

95  (urological$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

96  (urin$ adj3 (incontinen$ or continen$) adj3 (manag$ or therap$ or rehab$ or intervention? or
train$ or retrain$ or care or program$ or treat$)).ti,ab.

97  ((urin$ or bladder$) adj5 (antispasmodic? or anti-spasmodic? botulinum toxin? or
onabotulinumtoxin? or phenylpropanolamine or tolterodine or oxybutynin or capsaicin or
morphine)).ti,ab.

98  ((urin$ or bladder$) adj3 catheter$).ti,ab.

99  ((intermittent$ or indwell$ or urethral$ or suprapubic$ or supra pubic$) adj3 catheter$).ti,ab.

100 (self adj3 catheter$).ti,ab.

101 (clamp$ adj3 off).ti,ab.

102 flip flo.ti,ab.

103 (monitor$ adj3 (renal$ or urin$) adj3 tract?).ti,ab.

104 or/81-103

105 AUTONOMIC DYSREFLEXIA/

106 (autonomic adj3 (dysreflexi$ or hyperreflexi$)).ti,ab.

107 or/105-106

108 BED REST/

109 (bed? adj3 rest$).ti,ab.

110 MOBILIZATION/

111 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 mobili$).ti,ab.

112  ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 ambulation).ti,ab.

113 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 (sit or sits or sitting or stand? or standing
or walk? or walking)).ti,ab.

114 or/108-113

115 ORTHOSTATIC HYPOTENSION/

116 ((orthostatic or postur$) adj5 hypotensi$).ti,ab.

117 ((manag$ or treat$ or therap$) adj5 hypotensi$).ti,ab.

118 ((manag$ or treat$ or therap$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

119  ((sit$ or tilt$ or position$) adj5 hypotensi$).ti,ab.

120 ((sit$ or tilt$ or position$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

121 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 hypotensi$).ti,ab.

122 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

123 or/115-122

124 SPASTICITY/rh [Rehabilitation]

125 SPASTICITY/th [Therapy]

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages
in spinal cord injury for adults DRAFT (July 2021)

64



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs
after traumatic injury

# Searches

126 SPASTICITY/dm [Disease Management]

127 SPASTICITY/ and (PATIENT POSITIONING/ or BODY POSITION/ or exp WHEELCHAIR/ or
exp SPLINT/)

128 SPASTICITY/ and STRETCHING EXERCISE/

129 SPASTICITY/dt [Drug Therapy]

130 SPASTICITY/ and (BACLOFENY/ or TIZANIDINE/ or BOTULINUM TOXIN/ or DANTROLENE/
or GABAPENTIN/ or PHENOLY/)

131 (Spastic$ adj5 (manag$ or therap$)).ti,ab.

132 (spastic$ adj5 (position$ or seat$ or wheelchair? or splint$)).ti,ab.

133 (Spastic$ adj5 (stretch$ or exercis$ or ranging)).ti,ab.

134 (Spastic$ adj5 range? adj3 mov$).ti,ab.

135 (spastic$ and (antispasmodic? or anti-spasmodic? or baclofen or tizanidine or botulinum
toxin? or dantrolene or gabapentin or phenol)).ti,ab.

136 or/124-135

137 HEALTH CARE ACCESS/

138 (HOSPITAL ADMISSION/ or HOSPITAL READMISSION/ or PATIENT REFERRAL/) and
TIME FACTOR/

139 ((earl$ or prompt$ or immediat$ or initiat$ or start$ or date? or time$ or timing) adj10
(access$ or admission? or readmission? or admit$ or readmit$ or transfer$ or refer$) adj10
(unit? or department? or hospital? or center? or centre? or care or service? or
outreach)).ti,ab.

140 ((week? or day? or hour?) adj5 (access$ or admission? or readmission? or admit$ or
readmit$ or transfer$ or refer$) adj5 (unit? or department? or hospital? or center? or centre?
or care or service? or outreach)).ti,ab.

141  or/137-140

142 exp REHABILITATION EQUIPMENT/ and (NEEDS ASSESSMENT/ or HEALTH CARE
NEED/ or HEALTH CARE DELIVERY/ or HEALTH CARE PLANNING/ or HEALTH CARE
DISTRIBUTION/ or INTEGRATED HEALTH CARE SYSTEM/)

143 (exp GENERAL DEVICE/ or EQUIPMENT DESIGN/ or ENVIRONMENTAL PLANNING/ or
DAILY LIFE ACTIVITY/) and (NEEDS ASSESSMENT/ or HEALTH CARE NEED/ or HEALTH
CARE DELIVERY/ or HEALTH CARE PLANNING/ or HEALTH CARE DISTRIBUTIONY/ or
INTEGRATED HEALTH CARE SYSTEM/)

144 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 equipment).ti,ab.

145 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj3 (assist$ or self help or selfhelp) adj3 (device?
or technolog$ or aid?)).ti,ab.

146 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 environment$ adj3 control$).ti,ab.

147 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 ECS).ti,ab.

148 ((access$ or provision$ or provid$ or need? or usage or acquir$ or acquisit$ or availab$ or
prescri$ or referr$ or order$) adj3 (wheel chair? or wheelchair? or power$ chair? or
powerchair?)).ti,ab.

149 (use? adj3 (wheel chair? or wheelchair? or power$ chair? or powerchair?)).ti.

150 ((access$ or provision$ or provide or provided or providing or need? or usage or acquir$ or
acquisit$ or availab$ or prescri$ or referr$) adj5 (brace? or collar or seat? or chair? or
special$ bed? or sleep$ system? or single access system? or communication board? or
communication aid? or bell? or intercom? or alarm? or pager? or telephone? or phone? or
smartphone? or app? or tablet? or television? or TV or TVs or stereo? or radio? or light$ or
lamp? or fan? or (door? adj3 (releas$ or open$)) or (curtain? adj3 open$) or (window? adj3
open$) or (page? adj3 turn$) or telecare equipment or computer? or keyboard? or mouse or
joystick? or roller ball? or eye gaze or software or ((wash$ or dress$) adj3 aid?) or special$
grip? or handle?)).ti,ab.

151 or/142-150

152 ELECTROTHERAPY/

153 *NERVE STIMULATION/

154 NEUROMUSCULAR ELECTRICAL STIMULATION/

155 FUNCTIONAL ELECTRICAL STIMULATION/
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156 ((neuro$ or function$) adj3 electrical$ adj3 stimulat$).ti,ab.

157 NMES.ti,ab.

158 FES.ti,ab.

159 or/152-158

160 (special$ adj3 equipment?).ti,ab.

161 (ELECTROTHERAPY/ or *NERVE STIMULATION/ or NEUROMUSCULAR ELECTRICAL
STIMULATION/ or FUNCTIONAL ELECTRICAL STIMULATION/) and (BICYCLE/ or
CYCLING!/ or exp ORTHOSIS/)

162 (function$ adj3 electr$ adj3 stimulat$ adj5 (bike? or bicycl$ or cycl$ or orthotic? or
orthos?s)).ti,ab.

163 (FES adj5 (bike? or bicycl$ or cycl$ or orthotic? or orthos?s)).ti,ab.

164 ((stand? or standing) adj3 (frame? or apparatus or equipment or technolog$ or aid? or
device? or box or boxes)).ti,ab.

165 BODY WEIGHT/ and GAIT/

166 (body adj3 weight? adj3 support$ adj5 train$).ti,ab.

167 (bodyweight? adj3 support$ adj5 train$).ti,ab.

168 exp "EXOSKELETON (REHABILITATION)"/

169 exoskeleton?.ti,ab.

170 ROBOTICS/ and exp ORTHOSIS/

171 (robot$ adj5 (orthotic? or orthos?s)).ti,ab.

172 (robot$ adj3 (device? or rehab$ or train$)).ti,ab.

173 (tilt$ adj3 table?).ti,ab.

174  0or/160-173

175 (Mirror? adj3 (therap$ or train$ or feedback or treat$ or device? or box)).ti,ab.

176 (Compassion$ adj3 mind$ adj3 (therap$ or train$)).ti,ab.

177 "ACCEPTANCE AND COMMITMENT THERAPY"/

178 (Accept$ adj3 commit$ adj3 (therap$ or train$)).ti,ab.

179 MINDFULNESS/

180 Mindfulness.ti,ab.

181 (Visuali?ation adj3 (therap$ or train$)).ti,ab.

182 mentali?ation.ti,ab.

183 RELAXATION TRAINING/

184 BREATHING EXERCISE/

185 ((Relax$ or progressive$ or breath$) adj3 (therap$ or train$ or exercis$)).ti,ab.

186 COGNITIVE BEHAVIORAL THERAPY/

187 (Cognit$ adj3 behav$ adj3 (therap$ or train$)).ti,ab.

188 CBT.ti,ab.

189 or/176-188

190 11 and 80

191 11 and 104

192 11 and 107

193 11 and 114

194 11 and 123

195 11 and 136

196 11 and 141

197 11 and 151

198 11 and 159

199 11 and 174

200 11 and 175

201 11 and 189

202 or/190-201

203 limit 202 to english language

204 limit 203 to yr="1995 -Current"

205 letter.pt. or LETTER/

206 note.pt.

207 editorial.pt.

208 CASE REPORT/ or CASE STUDY/
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209 (letter or comment®).ti.

210 o0r/205-209

211 RANDOMIZED CONTROLLED TRIAL/ or random*.ti,ab.
212 210 not 211

213 ANIMAL/ not HUMAN/

214 NONHUMAN/

215 exp ANIMAL EXPERIMENT/
216 exp EXPERIMENTAL ANIMAL/
217 ANIMAL MODEL/

218 exp RODENT/

219 (rat or rats or mouse or mice).ti.
220 or/212-219

221 204 not 220

Date last searched: 10/05/2019

# Searches

1 exp ADOLESCENT/

2 (adolescen$ or teen$ or youth$ or young or juvenile? or minors or highschool$).ti,ab,jx.

3 exp CHILD/

4 (child$ or schoolchild$ or "school age" or "school aged" or preschool$ or toddler$ or kid? or
kindergar$ or boy? or girl?).ti,ab,jx.

5 exp INFANT/

6 (infan$ or neonat$ or newborn$ or baby or babies).ti,ab,jx.

7 exp PEDIATRICS/ or exp PUBERTY/

8 (p?ediatric$ or pubert$ or prepubert$ or pubescen$ or prepubescen$).ti,ab,jx,ec.

9 or/1-8

10 SPINAL CORD INJURY/

11 CENTRAL CORD SYNDROME/

12 CERVICAL SPINAL CORD INJURY/

13 SPINAL CORD COMPRESSION/

14 SPINAL CORD TRANSSECTION/

15 SPINAL CORD TRANSVERSE LESION/

16 ((spinal$ or spine?) adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

17  (central adj3 cord? adj3 syndrome?).ti,ab.

18  ((spinal$ or spine?) adj3 cord? adj3 compress$).ti,ab.

19  (myelopath$ adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

20  or/10-19

21 "BLADDER AND BOWEL MANAGEMENT"/

22 FECES INCONTINENCE/dm [Disease Management]

23 FECES INCONTINENCE/th [Therapy]

24 FECES INCONTINENCE/rh [Rehabilitation]

25 FECES IMPACTION/dm [Disease Management]

26 FECES IMPACTION/th [Therapy]

27 FECES IMPACTION/rh [Rehabilitation]

28  exp CONSTIPATION/dm [Disease Management]

29  exp CONSTIPATION/th [Therapy]

30 exp CONSTIPATION/rh [Rehabilitation]

31 NEUROGENIC BOWEL/dm [Disease Management]

32 NEUROGENIC BOWEL/th [Therapy]

33 NEUROGENIC BOWEL/rh [Rehabilitation]

34  MEGACOLON/dm [Disease Management]

35 MEGACOLONI/th [Therapy]

36  TOILET TRAINING/

37 SUPPOSITORY/

38 ENEMA/
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39 LAXATIVE/

40 VALSALVA MANEUVER/

41 RECTUM/ and (STIMULATION/ or INNERVATIONY/)

42 SACRUM/ and (STIMULATION/ or INNERVATION/)

43 SACRAL NERVE STIMULATION/

44  COLOSTOMY/

45 MANOMETRY/

46 DIETARY FIBER/

47 MASSAGE/

48 DEFECATION/

49 DEFECATION HABIT/

50 NEUROPROSTHESES/

51 SELF-HELP DEVICES/

52  (bowel$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or care or program$ or
treat$)).ti,ab.

53  ((colorectal$ or colon$) adj5 dysfunction$ adj5 (manag$ or therap$ or rehab$ or intervention?
or train$ or care or program$ or treat$)).ti,ab.

54  (f?ecal$ adj5 (incontinen$ or continen$ or impact$) adj5 (manag$ or therap$ or rehab$ or
intervention? or train$ or care or program$ or treat$)).ti,ab.

55  (constipat$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or care or program$
or treat$)).ti,ab.

56  (disordered adj5 defecat$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or
care or program$ or treat$)).ti,ab.

57  (megacolon$ adj5 (manag$ or therap$ or rehab$ or intervention? or train$ or care or
program$ or treat$)).ti,ab.

58  ((toilet$ or potty or potties) adj5 train$).ti,ab.

59  suppositor$.ti,ab.

60 enema?.ti,ab.

61 wash-out?.ti,ab.

62 ((Transanal$ or anal$ or colon$) adj3 irrigat$).ti,ab.

63 laxative?.ti,ab.

64  (digit$ adj5 (f?eces or intervention? or stimulat$)).ti,ab.

65 (manual$ adj3 evacuat$).ti,ab.

66  (Valsalva adj3 (manoeuvre or maneuver)).ti,ab.

67  ((rectal$ or rectum? or anorectal$ or sacral$ or sacrum?) adj5 (stimulat$ or innervat$)).ti,ab.

68  colostom$.ti,ab.

69  manometr$.ti,ab.

70  ((optimi$ or improv$ or chang$ or adapt$) adj3 (diet? or fluid?)).ti,ab.

71 (diet$ adj3 (fibre or fiber)).ti,ab.

72  ((abdom$ or tumm$) adj3 massag$).ti,ab.

73  (regular$ adj3 (bowel? or defecat$)).ti,ab.

74  (f?ecal$ adj3 continen$).ti,ab.

75  (neur$ adj3 prosthe$).ti,ab.

76  ((bowel? or incontinen$ or constipat$) adj5 (assist$ or self help or selfhelp or adapt$) adj3
(device? or technolog$ or aid?)).ti,ab.

77 or/21-76

78 PLAY THERAPY/

79  (play$ adj3 therap$).ti,ab.

80 or/78-79

81 (EDUCATION/ or SCHOOL/ or COLLEGE/ or COMMUNITY COLLEGE/ or HIGH SCHOOL/
or KINDERGARTEN/ or MIDDLE SCHOOL/ or NURSERY SCHOOL/ or PRIMARY
SCHOOL/) and (ADAPTATION/ or ACCLIMATIZATION/ or exp COPING BEHAVIOR/ or
ERGONOMICS/ or EQUIPMENT DESIGN/ or SELF HELP DEVICE/ or ASSISTIVE
TECHNOLOGY DEVICE/)

82  ((education$ or school$) adj5 (rehab$ or support$ or adjust$ or adapt$ or chang$ or
reintegrat$ or re-integrat$ or facilitat$ or intervention? or equipment or ergonomic$)).ti,ab.

83  ((education$ or school$) adj5 (assist$ or self help or selfhelp) adj3 (device? or technolog$ or
aid?)).ti,ab.
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84  (return$ adj5 (education$ or school$)).ti,ab.
85  0r/81-84

86 9and20and77

87 9and 20 and 80

88 9and 20 and 85

89  0r/86-88

90 limit 89 to english language

91 limit 90 to yr="1995 -Current"

92 letter.pt. or LETTER/

93 note.pt.

94  editorial.pt.

95 CASE REPORT/ or CASE STUDY/
96  (letter or comment®).ti.

97 or/92-96
98 RANDOMIZED CONTROLLED TRIAL/ or random*.ti,ab.
99 97 not 98

100 ANIMAL/ not HUMAN/

101 NONHUMAN/

102 exp ANIMAL EXPERIMENT/
103 exp EXPERIMENTAL ANIMAL/
104 ANIMAL MODEL/

105 exp RODENT/

106 (rat or rats or mouse or mice).ti.
107 0or/99-106

108 91 not 107

Databases: Cochrane Central Register of Controlled Trials; Cochrane Database of
Systematic Reviews; Database of Abstracts of Reviews of Effects; and Health
Technology Assessment

Date of last search: 31/05/2019
# Searches
#1 [mh A"SPINAL CORD INJURIES"]
#2 [mh A"CENTRAL CORD SYNDROME"]
#3 [mh A"SPINAL CORD COMPRESSION"]
#4 [mh "SPINAL CORD"/IN]

#5 ((spinal* or spine*) near/5 (injur* or lacerat* or traum* or transect* or contusion® or lesion* or
damag®)):ti,ab

#6 (central near/3 cord* near/3 syndrome?*):ti,ab

#7 ((spinal* or spine*) near/3 cord* near/3 compress*):ti,ab

#8 (myelopath* near/5 (injur® or lacerat* or traum* or transect* or contusion® or lesion* or

damag®)):ti,ab
#9 #1 or #2 or #3 or #4 or #5 or #6 or #7 or #8
#10 [mh A"FECAL INCONTINENCE"/TH]
#11 [mh A"FECAL INCONTINENCE"/RH]
#12 [mh A"FECAL INCONTINENCE"/PC]
#13 [mh A"FECAL INCONTINENCE"/DT]
#14 [mh A"FECAL INCONTINENCE"/DH]
#15 [mh A""FECAL IMPACTION"/TH]
#16 [mh A"FECAL IMPACTION"/PC]
#17 [mh A""FECAL IMPACTION"/DT]
#18 [mh A""FECAL IMPACTION"/DH]
#19 [mh ACONSTIPATION/TH]
#20 [mh ACONSTIPATION/RH]
#21 [mh ACONSTIPATION/PC]
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#22 [mh ACONSTIPATION/DT]

#23 [mh ACONSTIPATION/DH]

#24 [mh A"NEUROGENIC BOWEL"/TH]

#25 [mh A"NEUROGENIC BOWEL"/RH]

#26 [mh A"NEUROGENIC BOWEL"/DT]

#27 [mh A"NEUROGENIC BOWEL"/DH]

#28 [mh AMEGACOLON/TH]

#29 [mh AMEGACOLON/PC]

#30 [mh AMEGACOLON/DT]

#31 [mh AMEGACOLON/DH]

#32 [mh A"TOILET TRAINING"]

#33 [mh ASUPPOSITORIES]

#34 [mh AENEMA]

#35 [mh A"THERAPEUTIC IRRIGATION"]

#36 [mh ALAXATIVES]

#37 [mh A"VALSALVA MANEUVER"]

#38 [mh ARECTUMI/IR]

#39 [mh ASACRUM/IR]

#40 [mh ACOLOSTOMY]

#41 [mh AMANOMETRY]

#42 [mh A"DIETARY FIBER"]

#43 [mh AMASSAGE]

#44 [mh ADEFECATION]

#45 [mh A"NEURAL PROSTHESES"]

#46 [mh A"SELF-HELP DEVICES"]

#47 (bowel* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care or
program* or treat*)):ti,ab

#48 ((colorectal* or colon*) near/3 dysfunction* near/3 (manag* or therap* or rehab* or
intervention* or train* or retrain* or care or program* or treat*)):ti,ab

#49 ((fecal* or faecal*) near/3 (incontinen* or continen* or impact*) near/3 (manag* or therap* or
rehab* or intervention* or train* or retrain* or care or program* or treat*)):ti,ab

#50 (constipat* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care
or program* or treat*)):ti,ab

#51 ((disorder™ or dyssynergic) near/3 defecat* near/3 (manag* or therap* or rehab* or
intervention™ or train* or retrain* or care or program* or treat*)):ti,ab

#52 (megacolon* near/3 (manag* or therap* or rehab* or intervention® or train* or retrain* or care
or program* or treat*)):ti,ab

#53 ((toilet* or potty or potties) near/3 (train* or retrain®)):ti,ab

#54 suppositor*:ti,ab

#55 enema*:ti,ab

#56 "wash-out*":ti,ab

#57 ((Transanal* or anal* or colon*) near/3 irrigat*):ti,ab

#58 laxative*:ti,ab

#59 (digit* near/3 (feces or faeces or intervention* or stimulat*)):ti,ab

#60 (manual* near/3 evacuat®):ti,ab

#61 (Valsalva near/3 (manoeuvre or maneuver)):ti,ab

#62 ((rectal* or rectum* or anorectal* or sacral* or sacrum*) near/3 (stimulat* or innervat*)):ti,ab

#63 colostom*:ti,ab

#64 manometr*:ti,ab

#65 ((optimi* or improv* or chang* or adapt*) near/3 (diet* or fluid*)):ti,ab

#66 (diet* near/3 (fibre or fiber)):ti,ab

#67 ((@abdom* or tumm*) near/3 massag*):ti,ab

#68 (regular® near/3 (bowel* or defecat*)):ti,ab

#69 ((fecal* or faecal*) near/3 continen*):ti,ab

#70 (neur* near/3 prosthe*):ti,ab

#71 ((bowel* or incontinen* or constipat*) near/3 (assist* or "self help" or selfhelp or adapt*)
near/3 (device* or technolog* or aid*)):ti,ab
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#72 (anal* near/3 plug*):ti,ab

#73 #10 or #11 or #12 or #13 or #14 or #15 or #16 or #17 or #18 or #19 or #20 or #21 or #22 or
#23 or #24 or #25 or #26 or #27 or #28 or #29 or #30 or #31 or #32 or #33 or #34 or #35 or
#36 or #37 or #38 or #39 or #40 or #41 or #42 or #43 or #44 or #45 or #46 or #47 or #48 or
#49 or #50 or #51 or #52 or #53 or #54 or #55 or #56 or #57 or #58 or #59 or #60 or #61 or
#62 or #63 or #64 or #65 or #66 or #67 or #68 or #69 or #70 or #71 or #72

#74 [mh A""URINARY INCONTINENCE"/TH]

#75 [mh A"URINARY INCONTINENCE"/RH]

#76 [mh A"URINARY INCONTINENCE"/PC]

#17 [mh A"URINARY INCONTINENCE"/DT]

#78 [mh A"URINARY BLADDER, NEUROGENIC"/TH]

#79 [mh A"URINARY BLADDER, NEUROGENIC"/RH]

#80 [mh A"URINARY BLADDER, NEUROGENIC"/PC]

#81 [mh A"URINARY BLADDER, NEUROGENIC"/DT]

#82 (Imh A"URINARY INCONTINENCE"] or [mh A"URINARY BLADDER, NEUROGENIC"]) and
(Imh "BOTULINUM TOXINS"] or [mh APHENYLPROPANOLAMINE] or [mh
A"TOLTERODINE TARTRATE"] or [mh ACAPSAICIN] or [mh AMORPHINE])

#83 [mh A"URINARY CATHETERIZATION"]

#84 [mh A"INTERMITTENT URETHRAL CATHETERIZATION"]

#85 (bladder* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care or
program* or treat*)):ti,ab

#86 (urological* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care
or program* or treat*)):ti,ab

#87 (urin* near/3 (incontinen* or continen*) near/3 (manag* or therap* or rehab* or intervention*
or train* or retrain* or care or program* or treat*)):ti,ab

#88 ((urin* or bladder*) near/5 (antispasmodic* or "anti-spasmodic*" "botulinum toxin*" or
onabotulinumtoxin® or phenylpropanolamine or tolterodine or oxybutynin or capsaicin or
morphine)):ti,ab

#89 ((urin* or bladder*) near/3 catheter®):ti,ab

#90 ((intermittent™ or indwell* or urethral* or suprapubic* or "supra pubic*") near/3
catheter™):ti,ab

#91 (self near/3 catheter*):ti,ab

#92 (clamp™ near/3 off):ti,ab

#93 "flip flo":ti,ab

#94 (monitor* near/3 (renal* or urin*) near/3 tract*):ti,ab

#95 #74 or #75 or #76 or #77 or #78 or #79 or #80 or #81 or #82 or #83 or #84 or #85 or #86 or
#87 or #88 or #89 or #90 or #91 or #92 or #93 or #94

#96 [mh A"AUTONOMIC DYSREFLEXIA"]

#97 (autonomic near/3 (dysreflexi* or hyperreflexi*)):ti,ab

#98 #96 or #97

#99 [mh A"BED REST"]

#100 (bed* near/3 rest*):ti,ab

#101 [mh A"EARLY AMBULATION"]

#102 ((Initiat* or Start* or Introduc* or begin* or began* or commenc* or date* or time* or timing or
early or earlier or prompt* or progressive*) near/5 mobili*):ti,ab

#103  ((Initiat* or Start* or Introduc* or begin* or began* or commenc* or date* or time* or timing or
early or earlier or prompt* or progressive*) near/5 ambulation):ti,ab

#104  ((Initiat* or Start* or Introduc* or begin* or began* or commenc* or date* or time* or timing or
early or earlier or prompt* or progressive*) near/5 (sit or sits or sitting or stand* or standing
or walk* or walking)):ti,ab

#105 [mh AIMMOBILIZATION/AE]

#106  #99 or #100 or #101 or #102 or #103 or #104 or #105

#107 [mh A"HYPOTENSION, ORTHOSTATIC"]

#108 ((orthostatic or postur*) near/5 hypotensi*):ti,ab

#109 ((manag* or treat* or therap*) near/5 hypotensi*):ti,ab

#110 ((manag* or treat* or therap*) near/5 low* near/3 blood* near/3 press*):ti,ab

#111  ((sit* or tilt* or position*) near/5 hypotensi*):ti,ab

#112  ((sit* or tilt* or position*) near/5 low* near/3 blood* near/3 press*):ti,ab
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#113 ((Midodrine or Clonidine or "fludrocortisone acetate" or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or "physical therap*" or
"maximal arm ergometer" or "anti-gravity suit*" or stocking* or "abdom* bind*" or corset* or
splint* or harness™ or "lower-body negative pressure" or LBNP or (electric* near/3 stimulat™)
or FES or (tilt* near/3 table*) or exercis* or treadmill*) near/5 hypotensi*):ti,ab

#114  ((Midodrine or Clonidine or "fludrocortisone acetate" or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or "physical therap*" or
"maximal arm ergometer" or "anti-gravity suit*" or stocking* or "abdom* bind*" or corset* or
splint* or harness™ or "lower-body negative pressure" or LBNP or (electric* near/3 stimulat*)
or FES or (tilt* near/3 table*) or exercis* or treadmill*) near/5 low* near/3 blood* near/3
press*):ti,ab

#115 #107 or #108 or #109 or #110 or #111 or #112 or #113 or #114

#116 [mh A"MUSCLE SPASTICITY"/RH]

#117  [mh A"MUSCLE SPASTICITY"/TH]

#118 [mh A"MUSCLE SPASTICITY"] and ([mh A"PATIENT POSITIONING"] or [mh APOSTURE]
or [mh AWHEELCHAIRS] or [mh ASPLINTS])

#119 [mh A"MUSCLE SPASTICITY"] and [mh A"MUSCLE STRETCHING EXERCISES"]

#120 [mh A"MUSCLE SPASTICITY"/DT]

#121 [mh A"MUSCLE SPASTICITY"] and ([mh ABACLOFEN] or [mh A"BOTULINUM TOXINS"] or
[mh ADANTROLENE] or [mh "GABAPENTIN] or [mh APHENOL])

#122 (Spastic* near/5 (manag®* or therap*)):ti,ab

#123 (spastic* near/5 (position* or seat* or wheelchair* or splint*)):ti,ab

#124  (Spastic* near/5 (stretch* or exercis* or ranging)):ti,ab

#125 (Spastic* near/5 range* near/3 mov*):ti,ab

#126 (spastic* and (antispasmodic* or anti-spasmodic* or baclofen or tizanidine or botulinum
toxin* or dantrolene or gabapentin or phenol)):ti,ab

#127 #1116 or #117 or #118 or #119 or #120 or #121 or #122 or #123 or #124 or #125 or #126

#128 [mh A"HEALTH SERVICES ACCESSIBILITY"]

#129 ([mh AMPATIENT ADMISSION"] or [mh A"PATIENT READMISSION"] or [mh A"PATIENT
TRANSFER"] or [mh ~"REFERRAL AND CONSULTATION"]) and [mh A" TIME FACTORS"]

#130 ((earl* or prompt* or immediat® or initiat* or start* or date* or time* or timing) near/10
(access™ or admission* or readmission* or admit* or readmit* or transfer* or refer*) near/10
(unit* or department* or hospital* or center* or centre* or care or service* or outreach)):ti,ab

#131 ((week® or day* or hour*) near/5 (access* or admission* or readmission* or admit* or
readmit* or transfer* or refer*) near/5 (unit* or department* or hospital* or center* or centre*
or care or service* or outreach)):ti,ab

#132 #128 or #129 or #130 or #131

#133 [mh "SELF-HELP DEVICES"] and ([mh A"HEALTH SERVICES NEEDS AND DEMANDS"]
or [mh A"NEEDS ASSESSMENT"] or [mh A"DELIVERY OF HEALTH CARE"] or [mh
A'DELIVERY OF HEALTH CARE, INTEGRATED"])

#134 [mh "SELF-HELP DEVICES"/SD]

#135 ([mh A"EQUIPMENT AND SUPPLIES"] or [mh A"EQUIPMENT DESIGN"] or [mh
AENVIRONMENT DESIGN"] or [mh A"ACTIVITIES OF DAILY LIVING"]) and ([mh
AHEALTH SERVICES NEEDS AND DEMANDS"] or [mh A"NEEDS ASSESSMENT"] or [mh
A'DELIVERY OF HEALTH CARE"] or [mh A"DELIVERY OF HEALTH CARE,
INTEGRATED"])

#136 ((access* or provision® or provid* or need* or use* or usage or acquir® or acquisit* or
availab* or prescri* or referr* or order*) near/5 equipment):ti,ab

#137 ((access* or provision* or provid* or need* or use* or usage or acquir® or acquisit* or
availab* or prescri* or referr* or order*) near/3 (assist* or self help or selfhelp) near/3
(device* or technolog*® or aid*)):ti,ab

#138 ((access™ or provision® or provid* or need* or use* or usage or acquir® or acquisit* or
availab™* or prescri* or referr* or order*) near/5 environment* near/3 control*):ti,ab

#139 ((access™ or provision® or provid* or need* or use* or usage or acquir® or acquisit* or
availab* or prescri* or referr* or order*) near/5 ECS):ti,ab

#140 ((access™ or provision® or provid* or need* or usage or acquir* or acquisit* or availab* or
prescri* or referr* or order*) near/3 ("wheel chair*" or wheelchair* or "power* chair*" or
powerchair®)):ti,ab

#141  (use* near/3 ("wheel chair

* 10 %10

or wheelchair* or "power* chair*" or powerchair®)):ti
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#142 ((access* or provision* or provide or provided or providing or need* or usage or acquir* or
acquisit* or availab* or prescri* or referr*) near/5 (brace* or collar or seat* or chair* or
"special* bed*" or "sleep* system*" or "single access system*" or "communication board*" or
"communication aid*" or bell or bells or intercom* or alarm* or pager* or telephone* or
phone* or smartphone* or app or apps or tablet* or television* or TV or TVs or stereo* or
radio or radios or light or lights or lamp* or fan* or (door* near/3 (releas* or open*)) or
(curtain* near/3 open*) or (window* near/3 open*) or (page* near/3 turn*) or "telecare
equipment" or computer* or keyboard* or mouse or joystick* or "roller ball*" or "eye gaze" or
software or ((wash* or dress*) near/3 aid*) or "special* grip*" or handle*)):ti,ab

#143 #133 or #134 or #135 or #136 or #137 or #138 or #139 or #140 or #141 or #142

#144 [mh A"ELECTRIC STIMULATION THERAPY"]

#145 ((neuro* or function*) near/3 electrical* near/3 stimulat*):ti,ab

#146 NMES:ti,ab

#147 FES:ti,ab

#148  #144 or #145 or #146 or #147

#149 (special* near/3 equipment®):ti,ab

#150 [mh A"ELECTRIC STIMULATION THERAPY"] and ([mh ABICYCLING] or [mh "ORTHOTIC
DEVICES"])

#151 (function* near/3 electr* near/3 stimulat* near/5 (bike* or bicycl* or cycl* or orthotic* or
orthosis or orthoses)):ti,ab

#152 (FES near/5 (bike* or bicycl* or cycl* or orthotic* or orthosis or orthoses)):ti,ab

#153 ((stand” or standing) near/3 (frame* or apparatus or equipment or technolog* or aid* or
device* or box or boxes)):ti,ab

#154 [mh A"BODY WEIGHT"] and [mh A*GAIT]

#155 (body near/3 weight* near/3 support* near/5 train*):ti,ab

#156 (bodyweight* near/3 support* near/5 train*):ti,ab

#157 [mh A""EXOSKELETON DEVICE"]

#158 exoskeleton*:ti,ab

#159 [mh "ROBOTICS] and [mh "ORTHOTIC DEVICES"]

#160 (robot* near/5 (orthotic* or orthosis or orthoses)):ti,ab

#161 (robot* near/3 (device* or rehab* or train*)):ti,ab

#162  (lilt* near/3 table*):ti,ab

#163  #149 or #150 or #151 or #152 or #153 or #154 or #155 or #156 or #157 or #158 or #159 or
#160 or #161 or #162

#164 (Mirror* near/3 (therap* or train* or feedback or treat* or device* or box)):ti,ab

#165 (Compassion* near/3 mind* near/3 (therap* or train*)):ti,ab

#166 [mh A""ACCEPTANCE AND COMMITMENT THERAPY"]

#167 (Accept* near/3 commit* near/3 (therap* or train*)):ti,ab

#168 [mh "MINDFULNESS]

#169 Mindfulness:ti,ab

#170 ((Visualisation or visualization) near/3 (therap* or train*)):ti,ab

#171 (mentalisation or mentalization):ti,ab

#172 [mh ""RELAXATION THERAPY"]

#173 [mh A"BREATHING EXERCISES"]

#174 ((Relax* or progressive* or breath*) near/3 (therap* or train* or exercis*)):ti,ab

#175 [mh A"COGNITIVE THERAPY"]

#176 (Cognit* near/3 behav* near/3 (therap* or train*)):ti,ab

#177 CBT:i,ab

#178 #165 or #166 or #167 or #168 or #169 or #170 or #171 or #172 or #173 or #174 or #175 or
#176 or #177

#179 #9 and #73

#180 #9 and #95

#181 #9 and #98

#182 #9 and #106

#183 #9 and #115

#184 #9 and #127

#185 #9 and #132

#186 #9 and #143
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#187 #9 and #148

#188 #9 and #163

#189 #9 and #164

#190 #9 and #178

#191 #1179 or #180 or #181 or #182 or #183 or #184 or #185 or #186 or #187 or #188 or #189 or
#190

#192 #179 or #180 or #181 or #182 or #183 or #184 or #185 or #186 or #187 or #188 or #189 or
#190 with Publication Year from 1995 to 2019, in Trials

#193  #179 or #180 or #181 or #182 or #183 or #184 or #185 or #186 or #187 or #188 or #189 or
#190 with Cochrane Library publication date Between Jan 1995 and May 2019, in Cochrane
Reviews

Date last searched: 10/05/2019
# Searches
#1 [mh AADOLESCENT]
#2 [mh AMINORS]

#3 (adolescen* or teen* or youth* or young or juvenile* or minors or highschool*):ti,ab
#4 [mh CHILD]
#5 (child* or schoolchild* or "school age" or "school aged" or preschool* or toddler* or kid* or

kindergar* or boy* or girl*):ti,ab

#6 [mh INFANT]

#7 (infan* or neonat* or newborn* or baby or babies):ti,ab

#8 [mh PEDIATRICS]

#9 [mh PUBERTY]

#10 (pediatric* or paediatric* or prepubert* or pubescen* or prepubescen*®):ti,ab

#11 #1 or #2 or #3 or #4 or #5 or #6 or #7 or #8 or #9 or #10

#12 [mh A"SPINAL CORD INJURIES"]

#13 [mh A"CENTRAL CORD SYNDROME"]

#14 [mh A"SPINAL CORD COMPRESSION"]

#15 [mh "SPINAL CORD"/IN]

#16 ((spinal* or spine*) near/5 (injur* or lacerat* or traum* or transect* or contusion® or lesion* or
damag®)):ti,ab

#17 (central near/3 cord* near/3 syndrome*):ti,ab

#18 ((spinal* or spine*) near/3 cord* near/3 compress*):ti,ab

#19 (myelopath* near/5 (injur* or lacerat* or traum* or transect* or contusion* or lesion* or
damag®)):ti,ab

#20 #12 or #13 or #14 or #15 or #16 or #17 or #18 or #19

#21 [mh A"FECAL INCONTINENCE"/TH]

#22 [mh A"FECAL INCONTINENCE"/RH]

#23 [mh A"FECAL IMPACTION"/TH]

#24 [mh ACONSTIPATION/TH]

#25 [mh ACONSTIPATION/RH]

#26 [mh A"NEUROGENIC BOWEL"/TH]

#27 [mh A"NEUROGENIC BOWEL"/RH]

#28 [mh AMEGACOLON/TH]

#29 [mh A"TOILET TRAINING"]

#30 [mh ASUPPOSITORIES]

#31 [mh AENEMA]

#32 [mh ALAXATIVES]

#33 [mh A"VALSALVA MANEUVER"]

#34 [mh ARECTUMI/IR]

#35 [mh ASACRUM/IR]

#36 [mh ACOLOSTOMY]

#37 [mh AMANOMETRY]

#38 [mh A"DIETARY FIBER"]

#39 [mh AMASSAGE]

#40 [mh ADEFECATION]

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages
in spinal cord injury for adults DRAFT (July 2021)

74



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs
after traumatic injury

# Searches

#41 [mh A"NEURAL PROSTHESES"]

#42 [mh A"SELF-HELP DEVICES"]

#43 (bowel* near/5 (manag* or therap* or rehab* or intervention* or train* or care or program* or
treat)):ti,ab

#44 ((colorectal* or colon*) near/5 dysfunction* near/5 (manag* or therap* or rehab* or
intervention* or train* or care or program* or treat*)):ti,ab

#45 ((fecal* or faecel*) near/5 (incontinen* or continen* or impact*) near/5 (manag* or therap* or
rehab* or intervention* or train* or care or program* or treat*)):ti,ab

#46 (constipat* near/5 (manag* or therap* or rehab* or intervention* or train* or care or program*
or treat*)):ti,ab

#47 (disordered near/5 defecat* near/5 (manag* or therap* or rehab* or intervention* or train* or
care or program* or treat*)):ti,ab

#48 (megacolon* near/5 (manag* or therap* or rehab* or intervention* or train* or care or
program* or treat*)):ti,ab

#49 ((toilet* or potty or potties) near/5 train*):ti,ab

#50 suppositor*:ti,ab

#51 enema*:ti,ab

#52 wash-out*:ti,ab

#53 ((Transanal* or anal* or colon*) near/3 irrigat*):ti,ab

#54 laxative*:ti,ab

#55 (digit* near/5 (fece* or faece* or intervention* or stimulat*)):ti,ab

#56 (manual* near/3 evacuat®):ti,ab

#57 (Valsalva near/3 (manoeuvre or maneuver)):ti,ab

#58 ((rectal* or rectum* or anorectal* or sacral* or sacrum*) near/5 (stimulat* or innervat*)):ti,ab

#59 colostom*:ti,ab

#60 manometr*:ti,ab

#61 ((optimi* or improv* or chang* or adapt*) near/3 (diet* or fluid*)):ti,ab

#62 (diet” near/3 (fibre or fiber)):ti,ab

#63 ((@abdom* or tumm*) near/3 massag*):ti,ab

#64 (regular® near/3 (bowel* or defecat*)):ti,ab

#65 ((fecal* or faecal*) near/3 continen*):ti,ab

#66 (neur* near/3 prosthe*):ti,ab

#67 ((bowel* or incontinen* or constipat*) near/5 (assist* or "self help" or selfhelp or adapt*)
near/3 (device* or technolog* or aid*)):ti,ab

#68 #21 or #22 or #23 or #24 or #25 or #26 or #27 or #28 or #29 or #30 or #31 or #32 or #33 or
#34 or #35 or #36 or #37 or #38 or #39 or #40 or #41 or #42 or #43 or #44 or #45 or #46 or
#47 or #48 or #49 or #50 or #51 or #52 or #53 or #54 or #55 or #56 or #57 or #58 or #59 or
#60 or #61 or #62 or #63 or #64 or #65 or #66 or #67

#69 [mh A"PLAY THERAPY"]

#70 (play* near/3 therap*):ti,ab

#71 #69 or #70

#72 [mh AEDUCATION]

#73 [mh ASCHOOLS]

#74 #72 or #73

#75 [mh A"ADAPTATION, PHYSIOLOGICAL"]

#76 [mh AACCLIMATIZATION]

#17 [mh "ADAPTATION, PSYCHOLOGICAL"]

#78 [mh AERGONOMICS]

#79 [mh A"EQUIPMENT DESIGN"]

#80 [mh "SELF-HELP DEVICES"]

#81 #75 or #76 or #77 or #78 or #79 or #80

#82 #74 and #81

#83 ((education* or school*) near/5 (rehab* or support* or adjust* or adapt* or chang* or
reintegrat® or re-integrat® or facilitat* or intervention* or equipment or ergonomic*)):ti,ab

#84 ((education* or school*) near/5 (assist* or "self help" or selfhelp) near/3 (device* or
technolog* or aid*)):ti,ab

#85 (return* near/5 (education* or school*)):ti,ab
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# Searches

#86 #82 or #83 or #84 or #85

#87 #11 and #20 and #68

#88 #11 and #20 and #71

#89 #11 and #20 and #86

#90 #87 or #88 or #89 with Cochrane Library publication date Between Jan 1995 and May 2019,
in Cochrane Reviews

#91 #87 or #88 or #89 with Publication Year from 1995 to 2019, in Trials

Health economics search strategies

Please note that one search was conducted to answer this health economics question.

Databases: Medline; Medline EPub Ahead of Print; and Medline In-Process &
Other Non-Indexed Citations

Date of last search: 14/06/2019

Searches

ECONOMICS/

VALUE OF LIFE/

exp "COSTS AND COST ANALYSIS"/

exp ECONOMICS, HOSPITAL/

exp ECONOMICS, MEDICAL/

exp RESOURCE ALLOCATION/

ECONOMICS, NURSING/

ECONOMICS, PHARMACEUTICAL/

exp "FEES AND CHARGES"/

10 exp BUDGETS/

11 budget*.ti,ab.

12  cost*.ti,ab.

13  (economic* or pharmaco?economic*).ti,ab.

14  (price* or pricing*).ti,ab.

15  (financ* or fee or fees or expenditure* or saving*).ti,ab.

16  (value adj2 (money or monetary)).ti,ab.

17  resourc* allocat*.ti,ab.

18  (fund or funds or funding* or funded).ti,ab.

19  (ration or rations or rationing* or rationed).ti,ab.

20 ecfs.

21 or/1-20

22  SPINAL CORD INJURIES/

23 CENTRAL CORD SYNDROME/

24  SPINAL CORD COMPRESSION/

25  exp SPINAL CORD/in [Injuries]

26 ((spinal$ or spine?) adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

27  (central adj3 cord? adj3 syndrome?).ti,ab.

28  ((spinal$ or spine?) adj3 cord? adj3 compress$).ti,ab.

29  (myelopath$ adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

30 or/22-29

31 FECAL INCONTINENCE!/th [Therapy]

32 FECAL INCONTINENCE/rh [Rehabilitation]

33 FECAL INCONTINENCE/pc [Prevention & Control]

34  FECAL INCONTINENCE/dt [Drug Therapy]

35 FECAL INCONTINENCE/dh [Diet Therapy]

36 FECAL IMPACTION/th [Therapy]

OO0 ~NO O WN - F
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#

37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62
63
64
65
66
67
68

69

70

71

72

73

74
75
76
77
78
79
80
81
82
83
84
85
86
87

Searches

FECAL IMPACTION/pc [Prevention & Control]

FECAL IMPACTION/dt [Drug Therapy]

FECAL IMPACTION/dh [Diet Therapy]

CONSTIPATION/th [Therapy]

CONSTIPATION/rh [Rehabilitation]

CONSTIPATION/pc [Prevention & Control]

CONSTIPATION/dt [Drug Therapy]

CONSTIPATION/dh [Diet Therapy]

NEUROGENIC BOWEL/th [Therapy]

NEUROGENIC BOWEL/rh [Rehabilitation]

NEUROGENIC BOWEL/dt [Drug Therapy]

NEUROGENIC BOWEL/dh [Diet Therapy]

MEGACOLON/th [Therapy]

MEGACOLON/pc [Prevention & Control]

MEGACOLON/dt [Drug Therapy]

MEGACOLON/dh [Diet Therapy]

TOILET TRAINING/

SUPPOSITORIES/

ENEMA/

THERAPEUTIC IRRIGATION/

LAXATIVES/

VALSALVA MANEUVER/

RECTUM/ir [Innervation]

SACRUM/ir [Innervation]

COLOSTOMY/

MANOMETRY/

DIETARY FIBER/

MASSAGE/

DEFECATION/

NEURAL PROSTHESES/

SELF-HELP DEVICES/

(bowel$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

((colorectal$ or colon$) adj3 dysfunction$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

(f?ecal$ adj3 (incontinen$ or continen$ or impact$) adj3 (manag$ or therap$ or rehab$ or
intervention? or train$ or retrain$ or care or program$ or treat$)).ti,ab.

(constipat$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

((disorder$ or dyssynergic) adj3 defecat$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

(megacolon$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

((toilet$ or potty or potties) adj3 (train$ or retrain$)).ti,ab.

suppositor$.ti,ab.

enema?.ti,ab.

wash-out?.ti,ab.

((Transanal$ or anal$ or colon$) adj3 irrigat$).ti,ab.

laxative?.ti,ab.

(digit$ adj3 (f?eces or intervention? or stimulat$)).ti,ab.

(manual$ adj3 evacuat$).ti,ab.

(Valsalva adj3 (manoeuvre or maneuver)).ti,ab.

((rectal$ or rectum? or anorectal$ or sacral$ or sacrum?) adj3 (stimulat$ or innervat$)).ti,ab.
colostom$.ti,ab.

manometr$.ti,ab.

((optimi$ or improv$ or chang$ or adapt$) adj3 (diet? or fluid?)).ti,ab.

(diet$ adj3 (fibre or fiber)).ti,ab.
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88 ((abdom$ or tumm$) adj3 massag$).ti,ab.

89 (regular$ adj3 (bowel? or defecat$)).ti,ab.

90 (f?ecal$ adj3 continen$).ti,ab.

91  (neur$ adj3 prosthe$).ti,ab.

92  ((bowel? or incontinen$ or constipat$) adj3 (assist$ or self help or selfhelp or adapt$) adj3
(device? or technolog$ or aid?)).ti,ab.

93 (anal$ adj3 plug$).ti,ab.

94  or/31-93

95  URINARY INCONTINENCE/th [Therapy]

96 URINARY INCONTINENCE/rh [Rehabilitation]

97  URINARY INCONTINENCE/pc [Prevention & Control]

98 URINARY INCONTINENCE/dt [Drug Therapy]

99 URINARY BLADDER, NEUROGENIC/th [Therapy]

100 URINARY BLADDER, NEUROGENIC/rh [Rehabilitation]

101 URINARY BLADDER, NEUROGENIC/pc [Prevention & Control]

102 URINARY BLADDER, NEUROGENIC/dt [Drug Therapy]

103 (URINARY INCONTINENCE/ or URINARY BLADDER, NEUROGENIC/) and (exp
BOTULINUM TOXINS/ or PHENYLPROPANOLAMINE/ or TOLTERODINE TARTRATE/ or
CAPSAICIN/ or MORPHINE/)

104 URINARY CATHETERIZATION/

105 INTERMITTENT URETHRAL CATHETERIZATION/

106 (bladder$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

107 (urological$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

108 (urin$ adj3 (incontinen$ or continen$) adj3 (manag$ or therap$ or rehab$ or intervention? or
train$ or retrain$ or care or program$ or treat$)).ti,ab.

109 ((urin$ or bladder$) adj5 (antispasmodic? or anti-spasmodic? botulinum toxin? or
onabotulinumtoxin? or phenylpropanolamine or tolterodine or oxybutynin or capsaicin or
morphine)).ti,ab.

110 ((urin$ or bladder$) adj3 catheter$).ti,ab.

111 ((intermittent$ or indwell$ or urethral$ or suprapubic$ or supra pubic$) adj3 catheter$).ti,ab.

112 (self adj3 catheter$).ti,ab.

113  (clamp$ adj3 off).ti,ab.

114 flip flo.ti,ab.

115 (monitor$ adj3 (renal$ or urin$) adj3 tract?).ti,ab.

116 or/95-115

117 AUTONOMIC DYSREFLEXIA/

118 (autonomic adj3 (dysreflexi$ or hyperreflexi$)).ti,ab.

119 or/117-118

120 BED REST/

121 (bed? adj3 rest$).ti,ab.

122 EARLY AMBULATION/

123 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 mobili$).ti,ab.

124 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 ambulation).ti,ab.

125 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 (sit or sits or sitting or stand? or standing
or walk? or walking)).ti,ab.

126 IMMOBILIZATION/ae [Adverse Effects]

127 0or/120-126

128 HYPOTENSION, ORTHOSTATIC/

129 ((orthostatic or postur$) adj5 hypotensi$).ti,ab.

130 ((manag$ or treat$ or therap$) adj5 hypotensi$).ti,ab.

131 ((manag$ or treat$ or therap$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

132 ((sit$ or tilt$ or position$) adj5 hypotensi$).ti,ab.
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133 ((sit$ or tilt$ or position$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

134 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 hypotensi$).ti,ab.

135 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

136 o0r/128-135

137 MUSCLE SPASTICITY/rh [Rehabilitation]

138 MUSCLE SPASTICITY/th [Therapy]

139 MUSCLE SPASTICITY/ and (PATIENT POSITIONING/ or POSTURE/ or WHEELCHAIRS/ or
SPLINTS/)

140 MUSCLE SPASTICITY/ and MUSCLE STRETCHING EXERCISES/

141 MUSCLE SPASTICITY/dt [Drug Therapy]

142 MUSCLE SPASTICITY/ and (BACLOFEN/ or BOTULINUM TOXINS/ or DANTROLENE/ or
GABAPENTIN/ or PHENOLY/)

143 (Spastic$ adj5 (manag$ or therap$)).ti,ab.

144 (spastic$ adj5 (position$ or seat$ or wheelchair? or splint$)).ti,ab.

145 (Spastic$ adj5 (stretch$ or exercis$ or ranging)).ti,ab.

146 (Spastic$ adj5 range? adj3 mov$).ti,ab.

147 (spastic$ and (antispasmodic? or anti-spasmodic? or baclofen or tizanidine or botulinum
toxin? or dantrolene or gabapentin or phenol)).ti,ab.

148 or/137-147

149 HEALTH SERVICES ACCESSIBILITY/

150 (PATIENT ADMISSION/ or PATIENT READMISSION/ or PATIENT TRANSFER/ or
"REFERRAL AND CONSULTATION"/) and TIME FACTORS/

151 ((earl$ or prompt$ or immediat$ or initiat$ or start$ or date? or time$ or timing) adj10
(access$ or admission? or readmission? or admit$ or readmit$ or transfer$ or refer$) adj10
(unit? or department? or hospital? or center? or centre? or care or service? or
outreach)).ti,ab.

152 ((week? or day? or hour?) adj5 (access$ or admission? or readmission? or admit$ or
readmit$ or transfer$ or refer$) adj5 (unit? or department? or hospital? or center? or centre?
or care or service? or outreach)).ti,ab.

153 or/149-152

154 exp SELF-HELP DEVICES/ and ("HEALTH SERVICES NEEDS AND DEMANDS"/ or NEEDS
ASSESSMENT/ or "DELIVERY OF HEALTH CARE"/ or "DELIVERY OF HEALTH CARE,
INTEGRATED"/)

155 exp SELF-HELP DEVICES/sd [Supply & Distribution]

156 ("EQUIPMENT AND SUPPLIES"/ or EQUIPMENT DESIGN/ or ENVIRONMENT DESIGN/ or
"ACTIVITIES OF DAILY LIVING"/) and ("HEALTH SERVICES NEEDS AND DEMANDS"/ or
NEEDS ASSESSMENT/ or "DELIVERY OF HEALTH CARE"/ or "DELIVERY OF HEALTH
CARE, INTEGRATED"/)

157 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 equipment).ti,ab.

158 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj3 (assist$ or self help or selfhelp) adj3 (device?
or technolog$ or aid?)).ti,ab.

159 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 environment$ adj3 control$).ti,ab.

160 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 ECS).ti,ab.

161 ((access$ or provision$ or provid$ or need? or usage or acquir$ or acquisit$ or availab$ or
prescri$ or referr$ or order$) adj3 (wheel chair? or wheelchair? or power$ chair? or
powerchair?)).ti,ab.

162 (use? adj3 (wheel chair? or wheelchair? or power$ chair? or powerchair?)).ti.
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163 ((access$ or provision$ or provide or provided or providing or need? or usage or acquir$ or
acquisit$ or availab$ or prescri$ or referr$) adj5 (brace? or collar or seat? or chair? or
special$ bed? or sleep$ system? or single access system? or communication board? or
communication aid? or bell? or intercom? or alarm? or pager? or telephone? or phone? or
smartphone? or app? or tablet? or television? or TV or TVs or stereo? or radio? or light$ or
lamp? or fan? or (door? adj3 (releas$ or open$)) or (curtain? adj3 open$) or (window? adj3
open$) or (page? adj3 turn$) or telecare equipment or computer? or keyboard? or mouse or
joystick? or roller ball? or eye gaze or software or ((wash$ or dress$) adj3 aid?) or special$
grip? or handle?)).ti,ab.

164 or/154-163

165 *ELECTRIC STIMULATION THERAPY/

166 ((neuro$ or function$) adj3 electrical$ adj3 stimulat$).ti,ab.

167 NMES.ti,ab.

168 FES.ti,ab.

169 or/165-168

170 (special$ adj3 equipment?).ti,ab.

171 ELECTRIC STIMULATION THERAPY/ and (BICYCLING/ or exp ORTHOTIC DEVICES/)

172 (function$ adj3 electr$ adj3 stimulat$ adj5 (bike? or bicycl$ or cycl$ or orthotic? or
orthos?s)).ti,ab.

173 (FES adj5 (bike? or bicycl$ or cycl$ or orthotic? or orthos?s)).ti,ab.

174 ((stand? or standing) adj3 (frame? or apparatus or equipment or technolog$ or aid? or
device? or box or boxes)).ti,ab.

175 BODY WEIGHT/ and GAIT/

176 (body adj3 weight? adj3 support$ adj5 train$).ti,ab.

177 (bodyweight? adj3 support$ adj5 train$).ti,ab.

178 EXOSKELETON DEVICE/

179 exoskeleton?.ti,ab.

180 ROBOTICS/ and exp ORTHOTIC DEVICES/

181 (robot$ adj5 (orthotic? or orthos?s)).ti,ab.

182 (robot$ adj3 (device? or rehab$ or train$)).ti,ab.

183  (tilt$ adj3 table?).ti,ab.

184 or/170-183

185 (Mirror? adj3 (therap$ or train$ or feedback or treat$ or device? or box)).ti,ab.

186 (Compassion$ adj3 mind$ adj3 (therap$ or train$)).ti,ab.

187 "ACCEPTANCE AND COMMITMENT THERAPY"/

188 (Accept$ adj3 commit$ adj3 (therap$ or train$)).ti,ab.

189 MINDFULNESS/

190 Mindfulness.ti,ab.

191 (Visuali?ation adj3 (therap$ or train$)).ti,ab.

192 mentali?ation.ti,ab.

193 RELAXATION THERAPY/

194 BREATHING EXERCISES/

195 ((Relax$ or progressive$ or breath$) adj3 (therap$ or train$ or exercis$)).ti,ab.

196 COGNITIVE THERAPY/

197 (Cognit$ adj3 behav$ adj3 (therap$ or train$)).ti,ab.

198 CBT.ti,ab.

199 0r/186-198

200 PLAY THERAPY/

201 (play$ adj3 therap$).ti,ab.

202 0r/200-201

203 (EDUCATION/ or SCHOOLS/) and (ADAPTATION, PHYSIOLOGICAL/ or
ACCLIMATIZATION/ or exp ADAPTATION, PSYCHOLOGICAL/ or ERGONOMICS/ or
EQUIPMENT DESIGN/ or SELF-HELP DEVICES/)

204 ((education$ or school$) adj5 (rehab$ or support$ or adjust$ or adapt$ or chang$ or
reintegrat$ or re-integrat$ or facilitat$ or intervention? or equipment or ergonomic$ or assist$
tech$)).ti,ab.

205 (return$ adj5 (education$ or school$)).ti,ab.

206 0or/203-205
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207 30 and 94

208 30and 116

209 30and 119

210 30and 127

211 30 and 136

212 30 and 148

213 30and 153

214 30 and 164

215 30 and 169

216 30 and 184

217 30and 185

218 30 and 199

219 30 and 202

220 30 and 206

221 or/207-220

222 limit 221 to english language
223  limit 222 to yr="1995 -Current"
224 LETTER/

225 EDITORIAL/

226 NEWS/

227 exp HISTORICAL ARTICLE/
228 ANECDOTES AS TOPIC/

229 COMMENT/

230 CASE REPORT/

231 (letter or comment*).ti.

232 or/224-231

233 RANDOMIZED CONTROLLED TRIAL/ or random™*.ti,ab.
234 232 not 233

235 ANIMALS/ not HUMANS/

236 exp ANIMALS, LABORATORY/
237 exp ANIMAL EXPERIMENTATION/
238 exp MODELS, ANIMAL/

239 exp RODENTIA/

240 (rat or rats or mouse or mice).ti.
241  0or/234-240

242 223 not 241

243 21 and 242

Databases: Embase; and Embase Classic

Date of last search: 14/06/2019

‘# Searcches
HEALTH ECONOMICS/

exp ECONOMIC EVALUATION/

exp HEALTH CARE COST/

exp FEE/

BUDGET/

FUNDING/

RESOURCE ALLOCATION/

budget*.ti,ab.

cost™.ti,ab.

10  (economic* or pharmaco?economic*).ti,ab.

11 (price* or pricing*).ti,ab.

12  (financ* or fee or fees or expenditure* or saving*).ti,ab.
13  (value adj2 (money or monetary)).ti,ab.

14  resourc* allocat*.ti,ab.

15  (fund or funds or funding* or funded).ti,ab.
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16  (ration or rations or rationing* or rationed).ti,ab.

17  or/1-16

18  SPINAL CORD INJURY/

19 CENTRAL CORD SYNDROME/

20 CERVICAL SPINAL CORD INJURY/

21 SPINAL CORD COMPRESSION/

22  SPINAL CORD TRANSSECTION/

23  SPINAL CORD TRANSVERSE LESION/

24  ((spinal$ or spine?) adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

25  (central adj3 cord? adj3 syndrome?).ti,ab.

26 ((spinal$ or spine?) adj3 cord? adj3 compress$).ti,ab.

27  (myelopath$ adj5 (injur$ or lacerat$ or traum$ or transect$ or contusion? or lesion? or
damag$)).ti,ab.

28  or/18-27

29 "BLADDER AND BOWEL MANAGEMENT"/

30 FECES INCONTINENCE/dm [Disease Management]

31 FECES INCONTINENCE/th [Therapy]

32 FECES INCONTINENCE/rh [Rehabilitation]

33 FECES INCONTINENCE/pc [Prevention]

34  FECES INCONTINENCE/dt [Drug Therapy]

35 FECES IMPACTION/dm [Disease Management]

36  FECES IMPACTION/th [Therapy]

37  FECES IMPACTION/rh [Rehabilitation]

38 FECES IMPACTION/pc [Prevention]

39 FECES IMPACTION/dt [Drug Therapy]

40 exp CONSTIPATION/dm [Disease Management]

41 exp CONSTIPATION/th [Therapy]

42  exp CONSTIPATION/rh [Rehabilitation]

43  exp CONSTIPATION/pc [Prevention]

44  exp CONSTIPATION/dt [Drug Therapy]

45 NEUROGENIC BOWEL/dm [Disease Management]

46 NEUROGENIC BOWEL/th [Therapy]

47  NEUROGENIC BOWEL/rh [Rehabilitation]

48 NEUROGENIC BOWEL/pc [Prevention]

49 NEUROGENIC BOWEL/dt [Drug Therapy]

50 MEGACOLON/dm [Disease Management]

51 MEGACOLON/th [Therapy]

52 MEGACOLON/dt [Drug Therapy]

53  TOILET TRAINING/

54  SUPPOSITORY/

55 ENEMA/

56  COLON LAVAGE/

57  LAXATIVE/

58  VALSALVA MANEUVER/

59 RECTUM/ and (STIMULATION/ or INNERVATION/)

60 SACRUM/ and (STIMULATION/ or INNERVATION/)

61 SACRAL NERVE STIMULATION/

62 COLOSTOMY/

63 MANOMETRY/

64  DIETARY FIBER/

65 MASSAGE/

66 DEFECATION/

67 DEFECATION HABIT/

68 NEUROPROSTHESES/

69  SELF-HELP DEVICES/

70  ANAL PLUG/
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#
71

72

73

74

75

76

77
78
79
80
81
82
83
84
85
86
87
88
89
90
91
92
93
94
95

96
97
98
99
100
101
102
103
104
105
106
107
108

109
110
111
112
113

114

Searches

(bowel$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

((colorectal$ or colon$) adj3 dysfunction$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

(f?ecal$ adj3 (incontinen$ or continen$ or impact$) adj3 (manag$ or therap$ or rehab$ or
intervention? or train$ or retrain$ or care or program$ or treat$)).ti,ab.

(constipat$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

((disorder$ or dyssynergic) adj3 defecat$ adj3 (manag$ or therap$ or rehab$ or intervention?
or train$ or retrain$ or care or program$ or treat$)).ti,ab.

(megacolon$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

((toilet$ or potty or potties) adj3 (train$ or retrain$)).ti,ab.

suppositor$.ti,ab.

enema?.ti,ab.

wash-out?.ti,ab.

((Transanal$ or anal$ or colon$) adj3 irrigat$).ti,ab.

laxative?.ti,ab.

(digit$ adj3 (f?eces or intervention? or stimulat$)).ti,ab.

(manual$ adj3 evacuat$).ti,ab.

(Valsalva adj3 (manoeuvre or maneuver)).ti,ab.

((rectal$ or rectum? or anorectal$ or sacral$ or sacrum?) adj3 (stimulat$ or innervat$)).ti,ab.
colostom$.ti,ab.

manometr$.ti,ab.

((optimi$ or improv$ or chang$ or adapt$) adj3 (diet? or fluid?)).ti,ab.

(diet$ adj3 (fibre or fiber)).ti,ab.

((abdom$ or tumm$) adj3 massag$).ti,ab.

(regular$ adj3 (bowel? or defecat$)).ti,ab.

(f?ecal$ adj3 continen$).ti,ab.

(neur$ adj3 prosthe$).ti,ab.

((bowel? or incontinen$ or constipat$) adj3 (assist$ or self help or selfhelp or adapt$) adj3
(device? or technolog$ or aid?)).ti,ab.

(anal$ adj3 plug$).ti,ab.

or/29-96

URINE INCONTINENCE/dm [Disease Management]

URINE INCONTINENCE/th [Therapy]

URINE INCONTINENCE/rh [Rehabilitation]

URINE INCONTINENCE/pc [Prevention]

URINE INCONTINENCE/dt [Drug Therapy]

NEUROGENIC BLADDER/dm [Disease Management]

NEUROGENIC BLADDER/th [Therapy]

NEUROGENIC BLADDER/rh [Rehabilitation]

NEUROGENIC BLADDER/pc [Prevention]

NEUROGENIC BLADDER/dt [Drug Therapy]

(URINE INCONTINENCE/ or NEUROGENIC BLADDER/) and (BOTULINUM TOXIN/ or
BOTULINUM TOXIN A/ or PHENYLPROPANOLAMINE/ or TOLTERODINE/ or
OXYBUTYNIN/ or CAPSAICIN/ or MORPHINE/)

exp BLADDER CATHETERIZATION/

INTERMITTENT CATHETERIZATION/

(bladder$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care or
program$ or treat$)).ti,ab.

(urological$ adj3 (manag$ or therap$ or rehab$ or intervention? or train$ or retrain$ or care
or program$ or treat$)).ti,ab.

(urin$ adj3 (incontinen$ or continen$) adj3 (manag$ or therap$ or rehab$ or intervention? or
train$ or retrain$ or care or program$ or treat$)).ti,ab.

((urin$ or bladder$) adj5 (antispasmodic? or anti-spasmodic? botulinum toxin? or
onabotulinumtoxin? or phenylpropanolamine or tolterodine or oxybutynin or capsaicin or
morphine)).ti,ab.

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages
in spinal cord injury for adults DRAFT (July 2021)

813



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs
after traumatic injury

# Searches

115 ((urin$ or bladder$) adj3 catheter$).ti,ab.

116  ((intermittent$ or indwell$ or urethral$ or suprapubic$ or supra pubic$) adj3 catheter$).ti,ab.

117 (self adj3 catheter$).ti,ab.

118 (clamp$ adj3 off).ti,ab.

119 flip flo.ti,ab.

120 (monitor$ adj3 (renal$ or urin$) adj3 tract?).ti,ab.

121  0or/98-120

122 AUTONOMIC DYSREFLEXIA/

123 (autonomic adj3 (dysreflexi$ or hyperreflexi$)).ti,ab.

124 0r/122-123

125 BED REST/

126 (bed? adj3 rest$).ti,ab.

127 MOBILIZATION/

128 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 mobili$).ti,ab.

129 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 ambulation).ti,ab.

130 ((Initiat$ or Start$ or Introduc$ or begin$ or began$ or commenc$ or date? or time? or timing
or early or earlier or prompt$ or progressive$) adj5 (sit or sits or sitting or stand? or standing
or walk? or walking)).ti,ab.

131  or/125-130

132 ORTHOSTATIC HYPOTENSION/

133 ((orthostatic or postur$) adj5 hypotensi$).ti,ab.

134 ((manag$ or treat$ or therap$) adj5 hypotensi$).ti,ab.

135 ((manag$ or treat$ or therap$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

136  ((sit$ or tilt$ or position$) adj5 hypotensi$).ti,ab.

137  ((sit$ or tilt$ or position$) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

138 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 hypotensi$).ti,ab.

139 ((Midodrine or Clonidine or fludrocortisone acetate or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or physical therap$ or
maximal arm ergometer or anti-gravity suit? or stocking? or abdom$ bind$ or corset? or
splint$ or harness$ or lower-body negative pressure or LBNP or (electric$ adj3 stimulat$) or
FES or (tilt$ adj3 table?) or exercis$ or treadmill?) adj5 low$ adj3 blood$ adj3 press$).ti,ab.

140 or/132-139

141 SPASTICITY/rh [Rehabilitation]

142 SPASTICITY/th [Therapy]

143 SPASTICITY/dm [Disease Management]

144 SPASTICITY/ and (PATIENT POSITIONING/ or BODY POSITION/ or exp WHEELCHAIR/ or
exp SPLINT/)

145 SPASTICITY/ and STRETCHING EXERCISE/

146 SPASTICITY/dt [Drug Therapy]

147 SPASTICITY/ and (BACLOFENY/ or TIZANIDINE/ or BOTULINUM TOXIN/ or DANTROLENE/
or GABAPENTIN/ or PHENOLY/)

148 (Spastic$ adj5 (manag$ or therap$)).ti,ab.

149 (spastic$ adj5 (position$ or seat$ or wheelchair? or splint$)).ti,ab.

150 (Spastic$ adj5 (stretch$ or exercis$ or ranging)).ti,ab.

151 (Spastic$ adj5 range? adj3 mov$).ti,ab.

152 (spastic$ and (antispasmodic? or anti-spasmodic? or baclofen or tizanidine or botulinum
toxin? or dantrolene or gabapentin or phenol)).ti,ab.

153 or/141-152

154 HEALTH CARE ACCESS/

155 (HOSPITAL ADMISSION/ or HOSPITAL READMISSION/ or PATIENT REFERRAL/) and
TIME FACTOR/

156 ((earl$ or prompt$ or immediat$ or initiat$ or start$ or date? or time$ or timing) adj10
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(access$ or admission? or readmission? or admit$ or readmit$ or transfer$ or refer$) adj10
(unit? or department? or hospital? or center? or centre? or care or service? or
outreach)).ti,ab.

157 ((week? or day? or hour?) adj5 (access$ or admission? or readmission? or admit$ or
readmit$ or transfer$ or refer$) adj5 (unit? or department? or hospital? or center? or centre?
or care or service? or outreach)).ti,ab.

158 or/154-157

159 exp REHABILITATION EQUIPMENT/ and (NEEDS ASSESSMENT/ or HEALTH CARE
NEED/ or HEALTH CARE DELIVERY/ or HEALTH CARE PLANNING/ or HEALTH CARE
DISTRIBUTION/ or INTEGRATED HEALTH CARE SYSTEM/)

160 (exp GENERAL DEVICE/ or EQUIPMENT DESIGN/ or ENVIRONMENTAL PLANNING/ or
DAILY LIFE ACTIVITY/) and (NEEDS ASSESSMENT/ or HEALTH CARE NEED/ or HEALTH
CARE DELIVERY/ or HEALTH CARE PLANNING/ or HEALTH CARE DISTRIBUTIONY/ or
INTEGRATED HEALTH CARE SYSTEM/)

161 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 equipment).ti,ab.

162 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj3 (assist$ or self help or selfhelp) adj3 (device?
or technolog$ or aid?)).ti,ab.

163 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 environment$ adj3 control$).ti,ab.

164 ((access$ or provision$ or provid$ or need? or use? or usage or acquir$ or acquisit$ or
availab$ or prescri$ or referr$ or order$) adj5 ECS).ti,ab.

165 ((access$ or provision$ or provid$ or need? or usage or acquir$ or acquisit$ or availab$ or
prescri$ or referr$ or order$) adj3 (wheel chair? or wheelchair? or power$ chair? or
powerchair?)).ti,ab.

166 (use? adj3 (wheel chair? or wheelchair? or power$ chair? or powerchair?)).ti.

167 ((access$ or provision$ or provide or provided or providing or need? or usage or acquir$ or
acquisit$ or availab$ or prescri$ or referr$) adj5 (brace? or collar or seat? or chair? or
special$ bed? or sleep$ system? or single access system? or communication board? or
communication aid? or bell? or intercom? or alarm? or pager? or telephone? or phone? or
smartphone? or app? or tablet? or television? or TV or TVs or stereo? or radio? or light$ or
lamp? or fan? or (door? adj3 (releas$ or open$)) or (curtain? adj3 open$) or (window? adj3
open$) or (page? adj3 turn$) or telecare equipment or computer? or keyboard? or mouse or
joystick? or roller ball? or eye gaze or software or ((wash$ or dress$) adj3 aid?) or special$
grip? or handle?)).ti,ab.

168 or/159-167

169 ELECTROTHERAPY/

170 *NERVE STIMULATION/

171 NEUROMUSCULAR ELECTRICAL STIMULATION/

172 FUNCTIONAL ELECTRICAL STIMULATION/

173 ((neuro$ or function$) adj3 electrical$ adj3 stimulat$).ti,ab.

174 NMES.ti,ab.

175 FES.ti,ab.

176 or/169-175

177 (special$ adj3 equipment?).ti,ab.

178 (ELECTROTHERAPY/ or *NERVE STIMULATION/ or NEUROMUSCULAR ELECTRICAL
STIMULATION/ or FUNCTIONAL ELECTRICAL STIMULATION/) and (BICYCLE/ or
CYCLING!/ or exp ORTHOSIS/)

179 (function$ adj3 electr$ adj3 stimulat$ adj5 (bike? or bicycl$ or cycl$ or orthotic? or
orthos?s)).ti,ab.

180 (FES adj5 (bike? or bicycl$ or cycl$ or orthotic? or orthos?s)).ti,ab.

181 ((stand? or standing) adj3 (frame? or apparatus or equipment or technolog$ or aid? or
device? or box or boxes)).ti,ab.

182 BODY WEIGHT/ and GAIT/

183 (body adj3 weight? adj3 support$ adj5 train$).ti,ab.

184 (bodyweight? adj3 support$ adj5 train$).ti,ab.

185 exp "EXOSKELETON (REHABILITATION)"/
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186 exoskeleton?.ti,ab.

187 ROBOTICS/ and exp ORTHOSIS/

188 (robot$ adj5 (orthotic? or orthos?s)).ti,ab.

189 (robot$ adj3 (device? or rehab$ or train$)).ti,ab.

190  (tilt$ adj3 table?).ti,ab.

191 or/177-190

192 (Mirror? adj3 (therap$ or train$ or feedback or treat$ or device? or box)).ti,ab.

193 (Compassion$ adj3 mind$ adj3 (therap$ or train$)).ti,ab.

194 "ACCEPTANCE AND COMMITMENT THERAPY"/

195 (Accept$ adj3 commit$ adj3 (therap$ or train$)).ti,ab.

196 MINDFULNESS/

197 Mindfulness.ti,ab.

198 (Visuali?ation adj3 (therap$ or train$)).ti,ab.

199 mentali?ation.ti,ab.

200 RELAXATION TRAINING/

201 BREATHING EXERCISE/

202 ((Relax$ or progressive$ or breath$) adj3 (therap$ or train$ or exercis$)).ti,ab.

203 COGNITIVE BEHAVIORAL THERAPY/

204 (Cognit$ adj3 behav$ adj3 (therap$ or train$)).ti,ab.

205 CBT.ti,ab.

206 0or/193-205

207 PLAY THERAPY/

208 (play$ adj3 therap$).ti,ab.

209 or/207-208

210 (EDUCATION/ or SCHOOL/ or COLLEGE/ or COMMUNITY COLLEGE/ or HIGH SCHOOL/
or KINDERGARTEN/ or MIDDLE SCHOOL/ or NURSERY SCHOOL/ or PRIMARY
SCHOOL/) and (ADAPTATION/ or ACCLIMATIZATION/ or exp COPING BEHAVIOR/ or
ERGONOMICS/ or EQUIPMENT DESIGN/ or SELF HELP DEVICE/ or ASSISTIVE
TECHNOLOGY DEVICE/)

211 ((education$ or school$) adj5 (rehab$ or support$ or adjust$ or adapt$ or chang$ or
reintegrat$ or re-integrat$ or facilitat$ or intervention? or equipment or ergonomic$)).ti,ab.

212 ((education$ or school$) adj5 (assist$ or self help or selfhelp) adj3 (device? or technolog$ or
aid?)).ti,ab.

213 (return$ adj5 (education$ or school$)).ti,ab.

214 or/210-213

215 28 and 97

216 28 and 121

217 28 and 124

218 28 and 131

219 28 and 140

220 28 and 153

221 28 and 158

222 28 and 168

223 28 and 176

224 28 and 191

225 28 and 192

226 28 and 206

227 28 and 209

228 28 and 214

229 or/215-228

230 limit 229 to english language

231  limit 230 to yr="1995 -Current"

232 letter.pt. or LETTER/

233 note.pt.

234 editorial.pt.

235 CASE REPORT/ or CASE STUDY/

236 (letter or comment®).ti.
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237
238
239
240
241
242
243
244
245
246
247
248
249

Searches

or/232-236

RANDOMIZED CONTROLLED TRIAL/ or random®*.ti,ab.
237 not 238

ANIMAL/ not HUMAN/
NONHUMAN/

exp ANIMAL EXPERIMENT/
exp EXPERIMENTAL ANIMAL/
ANIMAL MODEL/

exp RODENT/

(rat or rats or mouse or mice).ti.
or/239-246

231 not 247

17 and 248

Database: Cochrane Central Register of Controlled Trials

Date of last search: 14/06/2019

#
#1
#2
#3
#4
#5
#6
#7
#8
#9
#10
#11
#12
#13
#14
#15
#16
#17
#18
#19
#20

#21
#22
#23
#24
#25

#26
#27
#28

#29
#30
#31
#32
#33
#34
#35
#36

Searches

MeSH descriptor: [Economics] this term only

MeSH descriptor: [Value of Life] this term only

MeSH descriptor: [Costs and Cost Analysis] explode all trees
MeSH descriptor: [Economics, Hospital] explode all trees
MeSH descriptor: [Economics, Medical] explode all trees
MeSH descriptor: [Resource Allocation] explode all trees
MeSH descriptor: [Economics, Nursing] this term only

MeSH descriptor: [Economics, Pharmaceutical] this term only
MeSH descriptor: [Fees and Charges] explode all trees
MeSH descriptor: [Budgets] explode all trees

budget*:ti,ab

cost*:ti,ab

(economic* or pharmaco?economic®):ti,ab

(price* or pricing*):ti,ab

(financ* or fee or fees or expenditure* or saving®):ti,ab

(value near/2 (money or monetary)):ti,ab

resourc* allocat*:ti,ab

(fund or funds or funding* or funded):ti,ab

(ration or rations or rationing* or rationed) .ti,ab.

#1 or #2 or #3 or #4 or #5 or #6 or #7 or #8 or #9 or #10 or #11 or #12 or #13 or #14 or #15
or #16 or #17 or #18 or #19

[mh A"SPINAL CORD INJURIES"]

[mh A"CENTRAL CORD SYNDROME"]

[mh A"SPINAL CORD COMPRESSION"]

[mh "SPINAL CORD"/IN]

((spinal* or spine*) near/5 (injur* or lacerat* or traum* or transect* or contusion® or lesion* or
damag®)):ti,ab

(central near/3 cord* near/3 syndrome*):ti,ab

((spinal* or spine*) near/3 cord* near/3 compress*):ti,ab
(myelopath* near/5 (injur* or lacerat* or traum* or transect* or contusion® or lesion* or
damag®)):ti,ab

#21 or #22 or #23 or #24 or #25 or #26 or #27 or #28

[mh A"FECAL INCONTINENCE"/TH]

[mh A"FECAL INCONTINENCE"/RH]

[mh A"FECAL INCONTINENCE"/PC]

[mh A"FECAL INCONTINENCE"/DT]

[mh A"FECAL INCONTINENCE"/DH]

[mh A"FECAL IMPACTION"/TH]

[mh A"FECAL IMPACTION"/PC]
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#37 [mh A"FECAL IMPACTION"/DT]

#38 [mh A"FECAL IMPACTION"/DH]

#39 [mh ACONSTIPATION/TH]

#40 [mh ACONSTIPATION/RH]

#41 [mh ACONSTIPATION/PC]

#42 [mh ACONSTIPATION/DT]

#43 [mh ACONSTIPATION/DH]

#44 [mh A"NEUROGENIC BOWEL"/TH]

#45 [mh A"NEUROGENIC BOWEL"/RH]

#46 [mh A"NEUROGENIC BOWEL"/DT]

#47 [mh A"NEUROGENIC BOWEL"/DH]

#48 [mh AMEGACOLON/TH]

#49 [mh AMEGACOLON/PC]

#50 [mh AMEGACOLON/DT]

#51 [mh AMEGACOLON/DH]

#52 [mh A"TOILET TRAINING"]

#53 [mh ASUPPOSITORIES]

#54 [mh AENEMA]

#55 [mh A"THERAPEUTIC IRRIGATION"]

#56 [mh ALAXATIVES]

#57 [mh A"VALSALVA MANEUVER"]

#58 [mh ARECTUMI/IR]

#59 [mh ASACRUM/IR]

#60 [mh ACOLOSTOMY]

#61 [mh AMANOMETRY]

#62 [mh A"DIETARY FIBER"]

#63 [mh AMASSAGE]

#64 [mh ADEFECATION]

#65 [mh A"NEURAL PROSTHESES"]

#66 [mh A"SELF-HELP DEVICES"]

#67 (bowel* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care or
program* or treat*)):ti,ab

#68 ((colorectal* or colon*) near/3 dysfunction* near/3 (manag* or therap* or rehab* or
intervention* or train* or retrain* or care or program* or treat*)):ti,ab

#69 ((fecal* or faecal*) near/3 (incontinen* or continen* or impact*) near/3 (manag* or therap* or
rehab* or intervention® or train* or retrain* or care or program* or treat*)):ti,ab

#70 (constipat* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care
or program* or treat*)):ti,ab

#71 ((disorder* or dyssynergic) near/3 defecat* near/3 (manag* or therap* or rehab* or
intervention* or train* or retrain* or care or program* or treat*)):ti,ab

#72 (megacolon* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care
or program* or treat*)):ti,ab

#73 ((toilet* or potty or potties) near/3 (train* or retrain*)):ti,ab

#74 suppositor*:ti,ab

#75 enema*:ti,ab

#76 "wash-out*":ti,ab

#1717 ((Transanal* or anal* or colon*) near/3 irrigat*):ti,ab

#78 laxative*:ti,ab

#79 (digit* near/3 (feces or faeces or intervention* or stimulat*)):ti,ab

#80 (manual* near/3 evacuat®):ti,ab

#81 (Valsalva near/3 (manoeuvre or maneuver)):ti,ab

#82 ((rectal* or rectum* or anorectal* or sacral* or sacrum*) near/3 (stimulat* or innervat*)):ti,ab

#83 colostom*:ti,ab

#84 manometr*:ti,ab

#85 ((optimi* or improv* or chang* or adapt®) near/3 (diet* or fluid*)):ti,ab

#86 (diet” near/3 (fibre or fiber)):ti,ab

#87 ((@abdom* or tumm*) near/3 massag*):ti,ab
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#88 (regular® near/3 (bowel* or defecat*)):ti,ab

#89 ((fecal* or faecal*) near/3 continen*):ti,ab

#90 (neur* near/3 prosthe*):ti,ab

#91 ((bowel* or incontinen* or constipat*) near/3 (assist* or "self help" or selfhelp or adapt*)
near/3 (device* or technolog* or aid*)):ti,ab

#92 (anal* near/3 plug*):ti,ab

#93 #30 or #31 or #32 or #33 or #34 or #35 or #36 or #37 or #38 or #39 or #40 or #41 or #42 or
#43 or #44 or #45 or #46 or #47 or #48 or #49 or #50 or #51 or #52 or #53 or #54 or #55 or
#56 or #57 or #58 or #59 or #60 or #61 or #62 or #63 or #64 or #65 or #66 or #67 or #68 or
#69 or #70 or #71 or #72 or #73 or #74 or #75 or #76 or #77 or #78 or #79 or #80 or #81 or
#82 or #83 or #84 or #85 or #86 or #87 or #88 or #89 or #90 or #91 or #92

#94 [mh A"URINARY INCONTINENCE"/TH]

#95 [mh A"URINARY INCONTINENCE"/RH]

#96 [mh A"URINARY INCONTINENCE"/PC]

#97 [mh A"URINARY INCONTINENCE"/DT]

#98 [mh A"URINARY BLADDER, NEUROGENIC"/TH]

#99 [mh A"URINARY BLADDER, NEUROGENIC"/RH]

#100 [mh A"URINARY BLADDER, NEUROGENIC"/PC]

#101 [mh A"URINARY BLADDER, NEUROGENIC"/DT]

#102 ([mh AM"URINARY INCONTINENCE"] or [mh A"URINARY BLADDER, NEUROGENIC"]) and
(Imh "BOTULINUM TOXINS"] or [mh APHENYLPROPANOLAMINE] or [mh
A"TOLTERODINE TARTRATE"] or [mh ACAPSAICIN] or [mh AMORPHINE])

#103 [mh A"URINARY CATHETERIZATION"]

#104 [mh A"INTERMITTENT URETHRAL CATHETERIZATION"]

#105 (bladder* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care or
program* or treat*)):ti,ab

#106 (urological* near/3 (manag* or therap* or rehab* or intervention* or train* or retrain* or care
or program* or treat*)):ti,ab

#107  (urin* near/3 (incontinen* or continen*) near/3 (manag* or therap* or rehab* or intervention*
or train* or retrain* or care or program* or treat*)):ti,ab

#108  ((urin* or bladder*) near/5 (antispasmodic* or "anti-spasmodic*" "botulinum toxin*" or
onabotulinumtoxin* or phenylpropanolamine or tolterodine or oxybutynin or capsaicin or
morphine)):ti,ab

#109  ((urin* or bladder*) near/3 catheter®):ti,ab

#110 ((intermittent* or indwell* or urethral* or suprapubic* or "supra pubic*") near/3
catheter®):ti,ab

#111  (self near/3 catheter®):ti,ab

#112  (clamp* near/3 off):ti,ab

#113  "flip flo":ti,ab

#114  (monitor* near/3 (renal* or urin*) near/3 tract*):ti,ab

#115  #94 or #95 or #96 or #97 or #98 or #99 or #100 or #101 or #102 or #103 or #104 or #105 or
#106 or #107 or #108 or #109 or #110 or #111 or #112 or #113 or #114

#116 [mh A""AUTONOMIC DYSREFLEXIA"]

#117 (autonomic near/3 (dysreflexi* or hyperreflexi*)):ti,ab

#118 #116 or #117

#119 [mh A"BED REST"]

#120 (bed* near/3 rest*):ti,ab

#121 [mh A"EARLY AMBULATION"]

#122  ((Initiat* or Start* or Introduc* or begin* or began* or commenc* or date* or time* or timing or
early or earlier or prompt* or progressive*) near/5 mobili*):ti,ab

#123  ((Initiat* or Start* or Introduc* or begin* or began* or commenc* or date* or time* or timing or
early or earlier or prompt* or progressive*) near/5 ambulation):ti,ab

#124  ((Initiat* or Start* or Introduc* or begin* or began* or commenc* or date* or time* or timing or
early or earlier or prompt* or progressive*) near/5 (sit or sits or sitting or stand* or standing
or walk* or walking)):ti,ab

#125 [mh AIMMOBILIZATION/AE]

#126  #119 or #120 or #121 or #122 or #123 or #124 or #125

#127 [mh A""HYPOTENSION, ORTHOSTATIC"]
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#

#128
#129
#130
#131
#132
#133

#134

#135
#136
#137
#138

#139
#140
#1441
#142
#143
#144
#145
#146
#147
#148
#149

#150

#151

#152
#153

#154

#155

#156

#157

#158

Searches

((orthostatic or postur*) near/5 hypotensi*):ti,ab

((manag* or treat* or therap*) near/5 hypotensi*):ti,ab

((manag* or treat* or therap*) near/5 low* near/3 blood* near/3 press*):ti,ab

((sit* or tilt* or position*) near/5 hypotensi*):ti,ab

((sit* or tilt* or position*) near/5 low* near/3 blood* near/3 press*):ti,ab

((Midodrine or Clonidine or "fludrocortisone acetate" or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or "physical therap*" or
"maximal arm ergometer" or "anti-gravity suit*" or stocking* or "abdom* bind*" or corset* or
splint* or harness* or "lower-body negative pressure" or LBNP or (electric* near/3 stimulat®)
or FES or (tilt* near/3 table*) or exercis* or treadmill*) near/5 hypotensi*):ti,ab

((Midodrine or Clonidine or "fludrocortisone acetate" or ephedrine or fludrocortisone or
Ergotamine or "L-threo-3,4-dihydroxyphenylserine" or salt or water or "physical therap*" or
"maximal arm ergometer" or "anti-gravity suit*" or stocking* or "abdom* bind*" or corset* or
splint* or harness™ or "lower-body negative pressure" or LBNP or (electric* near/3 stimulat™)
or FES or (tilt* near/3 table*) or exercis* or treadmill*) near/5 low* near/3 blood* near/3
press*):ti,ab

#127 or #128 or #129 or #130 or #131 or #132 or #133 or #134

[mh A"MUSCLE SPASTICITY"/RH]

[mh A"MUSCLE SPASTICITY"/TH]

[mh A"MUSCLE SPASTICITY"] and ([mh AM"PATIENT POSITIONING"] or [mh APOSTURE]
or [mh AWHEELCHAIRS] or [mh ASPLINTS])

[mh A"MUSCLE SPASTICITY"] and [mh A"MUSCLE STRETCHING EXERCISES"]

[mh A"MUSCLE SPASTICITY"/DT]

[mh A"MUSCLE SPASTICITY"] and ([mh ABACLOFEN] or [mh A"BOTULINUM TOXINS"] or
[mh ADANTROLENE] or [mh "GABAPENTIN] or [mh APHENOL])

(Spastic* near/5 (manag* or therap®)):ti,ab

(spastic* near/5 (position* or seat* or wheelchair* or splint*)):ti,ab

(Spastic* near/5 (stretch* or exercis* or ranging)):ti,ab

(Spastic* near/5 range* near/3 mov*):ti,ab

(spastic* and (antispasmodic* or anti-spasmodic* or baclofen or tizanidine or botulinum
toxin* or dantrolene or gabapentin or phenol)):ti,ab

#136 or #137 or #138 or #139 or #140 or #141 or #142 or #143 or #144 or #145 or #146
[mh A"HEALTH SERVICES ACCESSIBILITY"]

(Imh A"PATIENT ADMISSION"] or [mh A"PATIENT READMISSION"] or [mh A"PATIENT
TRANSFER"] or [mh ~"REFERRAL AND CONSULTATION"]) and [mh A" TIME FACTORS"]
((earl* or prompt* or immediat* or initiat* or start* or date* or time* or timing) near/10
(access™ or admission* or readmission* or admit* or readmit* or transfer* or refer*) near/10
(unit* or department* or hospital* or center* or centre* or care or service* or outreach)):ti,ab
((week* or day* or hour*) near/5 (access* or admission* or readmission* or admit* or
readmit* or transfer* or refer*) near/5 (unit* or department* or hospital* or center* or centre*
or care or service* or outreach)):ti,ab

#148 or #149 or #150 or #151

[mh "SELF-HELP DEVICES"] and ([mh A"HEALTH SERVICES NEEDS AND DEMANDS"]
or [mh A"NEEDS ASSESSMENT"] or [mh A"DELIVERY OF HEALTH CARE"] or [mh
NDELIVERY OF HEALTH CARE, INTEGRATED"])

[mh "SELF-HELP DEVICES"/SD]

(Imh A"EQUIPMENT AND SUPPLIES"] or [mh A"EQUIPMENT DESIGN"] or [mh
AMENVIRONMENT DESIGN"] or [mh A"ACTIVITIES OF DAILY LIVING"]) and ([mh
AHEALTH SERVICES NEEDS AND DEMANDS"] or [mh A"NEEDS ASSESSMENT"] or [mh
A'DELIVERY OF HEALTH CARE"] or [mh A"DELIVERY OF HEALTH CARE,
INTEGRATED"])

((access™ or provision* or provid* or need* or use* or usage or acquir® or acquisit* or
availab* or prescri* or referr* or order*) near/5 equipment):ti,ab

((access™ or provision* or provid* or need* or use* or usage or acquir® or acquisit* or
availab* or prescri* or referr* or order*) near/3 (assist* or self help or selfhelp) near/3
(device* or technolog* or aid*)):ti,ab

((access™ or provision* or provid* or need* or use* or usage or acquir® or acquisit* or
availab* or prescri* or referr* or order*) near/5 environment* near/3 control*):ti,ab
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# Searches

#159 ((access* or provision* or provid* or need* or use* or usage or acquir® or acquisit* or
availab* or prescri* or referr* or order*) near/5 ECS):ti,ab

#160 ((access* or provision* or provid* or need* or usage or acquir* or acquisit* or availab* or
prescri* or referr* or order*) near/3 ("wheel chair*" or wheelchair* or "power* chair*" or
powerchair)):ti,ab

#161 (use* near/3 ("wheel chair*" or wheelchair* or "power* chair*" or powerchair*)):ti

#162 ((access* or provision* or provide or provided or providing or need* or usage or acquir* or
acquisit* or availab* or prescri* or referr*) near/5 (brace* or collar or seat* or chair* or
"special* bed*" or "sleep* system™ or "single access system*" or "communication board*" or
"communication aid*" or bell or bells or intercom* or alarm* or pager* or telephone* or
phone* or smartphone* or app or apps or tablet* or television* or TV or TVs or stereo* or
radio or radios or light or lights or lamp* or fan* or (door* near/3 (releas* or open*)) or
(curtain* near/3 open*) or (window™ near/3 open*) or (page* near/3 turn*) or "telecare
equipment" or computer* or keyboard* or mouse or joystick* or "roller ball*" or "eye gaze" or
software or ((wash* or dress*) near/3 aid*) or "special* grip*" or handle*)):ti,ab

#163 #153 or #154 or #155 or #156 or #157 or #158 or #159 or #160 or #161 or #162

#164 [mh A"ELECTRIC STIMULATION THERAPY"]

#165 ((neuro* or function®) near/3 electrical* near/3 stimulat*):ti,ab

#166 NMES:ti,ab

#167 FES:ti,ab

#168 #164 or #165 or #166 or #167

#169 (special* near/3 equipment®):ti,ab

#170 [mh A"ELECTRIC STIMULATION THERAPY"] and ([mh ABICYCLING] or [mh "ORTHOTIC
DEVICES"])

#171  (function* near/3 electr* near/3 stimulat* near/5 (bike* or bicycl* or cycl* or orthotic* or
orthosis or orthoses)):ti,ab

#172 (FES near/5 (bike* or bicycl* or cycl* or orthotic* or orthosis or orthoses)):ti,ab

#173 ((stand* or standing) near/3 (frame* or apparatus or equipment or technolog* or aid* or
device* or box or boxes)):ti,ab

#174 [mh A"BODY WEIGHT"] and [mh AGAIT]

#175 (body near/3 weight* near/3 support* near/5 train*):ti,ab

#176 (bodyweight* near/3 support* near/5 train*):ti,ab

#177 [mh A"EXOSKELETON DEVICE"]

#178 exoskeleton*:ti,ab

#179 [mh "ROBOTICS] and [mh "ORTHOTIC DEVICES"]

#180 (robot* near/5 (orthotic* or orthosis or orthoses)):ti,ab

#181 (robot* near/3 (device* or rehab* or train*)):ti,ab

#182  (tilt* near/3 table*):ti,ab

#183 #169 or #170 or #171 or #172 or #173 or #174 or #175 or #176 or #177 or #178 or #179 or
#180 or #181 or #182

#184 (Mirror* near/3 (therap* or train* or feedback or treat* or device* or box)):ti,ab

#185 (Compassion* near/3 mind* near/3 (therap* or train*)):ti,ab

#186 [mh A"ACCEPTANCE AND COMMITMENT THERAPY"]

#187 (Accept® near/3 commit* near/3 (therap* or train*)):ti,ab

#188 [mh "MINDFULNESS]

#189 Mindfulness:ti,ab

#190 ((Visualisation or visualization) near/3 (therap* or train*)):ti,ab

#191 (mentalisation or mentalization):ti,ab

#192 [mh A"RELAXATION THERAPY"]

#193 [mh A"BREATHING EXERCISES"]

#194 ((Relax* or progressive* or breath*) near/3 (therap* or train* or exercis*)):ti,ab

#195 [mh A"COGNITIVE THERAPY"]

#196 (Cognit* near/3 behav* near/3 (therap* or train*)):ti,ab

#197 CBT:ti,ab

#198 #185 or #186 or #187 or #188 or #189 or #190 or #191 or #192 or #193 or #194 or #195 or
#196 or #197

#199 [mh A"PLAY THERAPY"]

#200 (play* near/3 therap*):ti,ab
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#201  #199 or #200

#202 [mh "EDUCATION]

#203 [mh ASCHOOLS]

#204  #202 or #203

#205 [mh A"ADAPTATION, PHYSIOLOGICAL"]

#206 [mh *"ACCLIMATIZATION]

#207 [mh "ADAPTATION, PSYCHOLOGICAL"]

#208 [mh "ERGONOMICS]

#209 [mh A"EQUIPMENT DESIGN"]

#210 [mh "SELF-HELP DEVICES"]

#211  #205 or #206 or #207 or #208 or #209 or #210

#212 #204 and #211

#213 ((education™ or school*) near/5 (rehab* or support* or adjust* or adapt* or chang* or
reintegrat® or re-integrat® or facilitat* or intervention* or equipment or ergonomic*)):ti,ab

#214 ((education™ or school*) near/5 (assist* or "self help" or selfhelp) near/3 (device* or
technolog* or aid*)):ti,ab

#215  (return® near/5 (education* or school*)):ti,ab

#216 #212 or #213 or #214 or #215

#217 #29 and #93

#218 #29 and #115

#219 #29 and #118

#220 #29 and #126

#221 #29 and #135

#222  #29 and #147

#223 #29 and #152

#224  #29 and #163

#225 #29 and #168

#226 #29 and #183

#227 #29 and #184

#228 #29 and #198

#229 #29 and #201

#230 #29 and #216

#231  #217 or #218 or #219 or #220 or #221 or #222 or #223 or #224 or #225 or #226 or #227 or
#228 or #229

#232 #20 and #231

#233 #20 and #231 with Publication Year from 1995 to 2019, in Trials

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages
in spinal cord injury for adults DRAFT (July 2021)

(o))



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs
after traumatic injury

Appendix C — Clinical evidence study selection
Clinical study selection for review questions:

e For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable?

e For children and young people with complex rehabilitation needs after
traumatic injury that involves spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?

A combined search was conducted for these review questions.

Figure 1: Study selection flow chart: Adults

Titles and abstracts
identified, N = 9,171

: 4

Full copies retrieved Excluded, N = 8,679
ar_1d_ g§sessed for (not relevant population,
eligibility, N = 492 design, intervention,

comparison, outcomes,
unable to retrieve)

Publications included Publications excluded
in review, N = 22 from review, N = 470
(refer to excluded
studies list)
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Figure 2: Study selection flow chart: Children and young people

Titles and abstracts
identified, N = 9,171

: 4

Full copies retrieved Excluded, N = 8,679
ahq ?SSGSSGd for (not relevant population,
eligibility, N = 492 design, intervention,

comparison, outcomes,
unable to retrieve)

v v

Publications included Publications excluded
in review, N=0 from review, N = 492
(refer to excluded
studies list)
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Appendix D — Clinical evidence tables

Clinical evidence tables for review question: C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and packages are effective and acceptable?

Table 6: Clinical evidence tables

Study details

Full citation
Alexeeva, Natalia,
Sames, Carol, Jacobs,
Patrick L., Hobday,
Lori, Distasio, Marcello
M., Mitchell, Sarah A.,
Calancie, Blair,
Comparison of training
methods to improve
walking in persons with
chronic spinal cord
injury: a randomized
clinical trial, The
journal of spinal cord
medicine, 34, 362-79,
2011

Ref Id
1024500

Countrylies where
the study was carried
out

USA

Study type

Participants

Sample size

N= 35 (randomised)
e BWS on fixed track: 14
e BWS on treadmill: 9
e Control: 12

N= 35 (analysed)
e BWS on fixed track: 14
e BWS on treadmill: 9
e Control: 12

Characteristics

Age in years (range):
e BWS on fixed track= 21-61
e BWS on treadmill= 19-63
e Control= 22-63

Gender (M/F):
e BWS on fixed
track (N): 12/2
e BWS on treadmill (N): 8/1
e Control (N): 10/2

Time since injury (range in
years):
e BWS on fixed track= 1-37

Interventions

Interventions
o All groups received training 3 days per
week for 13 weeks, totalling 39 sessions.
Sessions were for a maximum of one hour,
to mimic a typical outpatient rehabilitation
schedule. Subjects were instructed to walk
at a self-selected pace, although they
were allowed to modify pace and take rests
if needed.
¢ Intervention: body weight supported
(BWS) ambulation using 30% BWS
provided with a parachute-type harness,
adjusted to be tight across the lower pelvis
but loose about the thighs to allow for un-
restricted hip flexion and extension. Amount
of BWS was determined using either load
cells attached to lifting bar (all treadmills
and some fixed track participants) or force
plates along the walking path (remaining
fixed track participants). Duration of
training, average heart rate and distance
walked was recorded for each sessions.
¢ BWS ambulation on fixed track:
participants helped by an assistant without
formal rehabilitation training. The assistant
provided encouragement during training

Outcomes and
Results

SAWS (mean; SD):

After intervention
completion (week 13):
e Fixed track BWS:

32.4 (7.6)

e Treadmill BWS:
35.2 (8.7)

e Control
(physiotherapy): 29.0
(7.9)

4 weeks follow-up after
intervention completion
(week 17):
o Fixed track BWS:
32.4 (6.4)
e Treadmill BWS:
31.2 (7.8)
e Control
(physiotherapy): 31.4
(5.5)

SF-36 General health
perception score*
(mean; SD):

Comments

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? NI - simply
described as random

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? PY
— staff member not associated
with the study, drew printed
labels from a box

1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PN —
no statistical analysis
presented but text states ‘no
differences’

Risk-of-bias judgement Low
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Study details
RCT

Aim of the study
This RCT aimed to
compare two device-
specific

training interventions,
body weight supported
ambulation on a fixed
track or body weight
supported ambulation
on a treadmill to
comprehensive
physical therapy in
adults after spinal cord
injury (SCI).

Study dates
Recruitment: Not
reported

Source of funding
Supported by National
Institute of Health, the
State University of
New York - Upstate
Medical University,
and Miami Project to
Cure Paralysis - The
University of Miami.

Participants

¢ BWS on treadmill= 1-12
e Control= 1.2-25

Level of injury (AIS grade
range):
e BWS on fixed track= all C-
D
¢ BWS on treadmill= all C-D
e Control=all C-D

Inclusion criteria

Participants had to:
¢ Be aged 16 to 70 years old
¢ Have SCI at level of T10
(vertebral) or rostral
¢ Be injured at least one year
prior to enrolment
¢ Have voluntary movement
in at least one leg
¢ Be able to rise from seated
to standing with no more than
moderate assistance and
advance one leg
o Agreed to maintain their
current routine of
medications and
activity levels while training
o Medically cleared by study
physician

Exclusion criteria
¢ Degenerative myelopathy,
neoplasm or congenital
spinal cord abnormalities
e Prior gait training with BWS

Interventions

sessions but was told not to offer training-
specific advice.

o BWS ambulation on treadmill: suspension
was accomplished by ceiling-mounted
pulley system. Support rails on either side
of the treadmill were removed to prevent
subject unloaded through the arms but
there were grab handles in place at the
front of the machine for stabilisation if
needed.

e Control: Comprehensive

physiotherapy sessions delivered by a
licensed physical therapist. Programmes
were individually designed for each subject
and involved gait, balance, and functional
activity modalities e.g. strengthening,
stretching and aerobic exercises. Physical
therapist kept detailed log of activity, along
with average heart rate.

Details
o Follow-up: at intervention conclusion
(week 13) over two days, one month after
completion (week 17)

Outcomes and
Results

After intervention
completion (week 13):
e Fixed track BWS:

2.5(0.7)

e Treadmill BWS: 2.6
(1.1)

e Control
(physiotherapy): 2.8
(0.8)

4 weeks follow-up after
intervention completion
(week 17):
e Fixed track BWS:
2.6 (1.0)
e Treadmill BWS: 2.2
(1.36)
e Control
(physiotherapy): 2.9
(0.7)

SF-36 Energy score*
(mean; SD):

After intervention
completion (week 13):
e Fixed track BWS:

10.8 (3.0)

e Treadmill BWS:
10.9 (3.2)

e Control
(physiotherapy): 11.8
(2.9)

Comments

risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY - not
possible to blind due to nature
of intervention

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial?
PY - not possible to blind due
to nature of intervention

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? NI

2.4. If YIPY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y - ITT analysis
2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
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Study details Participants Interventions

¢ Bi-lateral knee-ankle-foot
orthoses needed for standing
o Ability to run or jog

Outcomes and
Results

4 weeks follow-up after
intervention completion
(week 17):
¢ Fixed track BWS:
14.7 (2.7)
o Treadmill BWS: 9.8
(4.5)
¢ Control
(physiotherapy): 11.4
(2.7)

SF-36 Mental health
perception score*
(mean; SD):

After intervention
completion (week 13):
e Fixed track BWS:

8.0 (1.9)

e Treadmill BWS: 8.7
(1.7)

e Control
(physiotherapy): 7.5
(1.6)

4 weeks follow-up after
intervention completion
(week 17):
¢ Fixed track BWS:
7.7 (2.0)
e Treadmill BWS: 7.0
(1.9)
e Control
(physiotherapy): 7.3
(1.7)

Comments

impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Some
concerns

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/IPY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA

Risk-of-bias judgement Low
risk

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
inappropriate? PN

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
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Study details

Participants

Interventions

Outcomes and
Results

SF-36 Fatigue score*
(mean; SD):

After intervention
completion (week 13):
e Fixed track BWS:

24.6 (2.5)

e Treadmill BWS:
24.4 (3.2)

e Control
(physiotherapy): 24.6
(2.8)

4 weeks follow-up after
intervention completion
(week 17):
o Fixed track BWS:
23.2 (3.9)
e Treadmill BWS:
25.0 (3.7)
e Control
(physiotherapy): 23.6
(3.4)

* Study authors report
using measurements
derived from
corresponding SF-36
domains, but not all
questions.

Comments

Were outcome assessors
aware of the intervention
received by study
participants? No - assessors
blinded to intervention group
4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA

4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN
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Study details

Full citation

Burke, Dearbhla,
Lennon, Olive, Blake,
Catherine, Nolan,
Maeve, Barry, Sorcha,
Smith, Eimear, Maye,
Fiona, Lynch, John,
O'Connor, Lorna,
Maume, Liz, Cheyne,
Sheena, Ni Ghiollain,
Sadb, Fullen, Brona
M., An internet
delivered cognitive
behavioural therapy
pain management
programme for spinal
cord injury pain: A
randomised controlled
trial, European journal
of pain (London,
England), 2019

Ref Id
1020872

Countrylies where

Participants

Sample size

N= 69 (randomised)
¢ Intervention: 35
e Control: 34

N= 69 (analysed)
¢ Intervention: 35
e Control: 34

Characteristics

Age in years [Mean (SD)]:
e Intervention=50 (12.3)
e Control= 52 (13.8)

Gender (M/F):
e Intervention (N): 25/10;
e Control (N): 27/7

Time since injury in years
[Mean (SD)]:
e Intervention= 16(11.8)
e Control= 16 (12.6)

Level of injury (cervical
SCl/thoracic SCl/lumbar

Interventions

Interventions

o Intervention group: participants in the
intervention group was each assigned an
individual account to access SPIRE and
was emailed unique usernames and
passwords. Once participants had started

the programme, they were

sent two weekly email prompts; one
reminding participants to access the SPIRE
content and a second notifying them when
new content was uploaded. The interven
tion (internet-delivered cognitive
behavioural therapy pain management
programmes ) comprised six modules,
delivered once weekly which included CBT
and educational sessions written in plain
English guided audio relaxation practice
and a progressive exercise programme
which was adaptable to different levels of
mobility and involved flexibility, strength,
aerobic and pilates exercise in line with
established exercise guidelines post-SCI
(see table 2 page 4 for details on the 6
modules). To promote peer support, SPIRE
(the intervention: Spinal Cord Injury Pain
Ireland) also included a peer forum where

Outcomes and
Results

WHOQOL (Physical)
(mean; SD):

After intervention
completion (week 8):
e CBT Programme:
56.25 (15.63)
e Control (standard
care): 50.66 (16.81)

6 months follow-up
(from discharge):
e CBT Programme:
62.52 (19.57)
e Control (standard
care): 58.84 (2.30)

WHOQOL
(Psychological) (mean;
SD):

After intervention
completion (week 8):
e CBT Programme:
63.85 (14.81)
e Control (standard

Comments

5.3 ... multiple analyses of the
data? NI

Risk-of-bias judgement Some
concerns

Overall risk of bias
Risk-of-bias judgement Some
concerns

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? NI
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PN -
no statistical analysis
presented but visibly appear
similar

Risk-of-bias judgement: Low
risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
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Study details

the study was carried

out
Ireland

Study type
RCT

Aim of the study
This RCT aimed to
compare the effect of
an internet-delivered
cognitive behavioural
therapy pain
management
programme to usual
care in adults after

acute spinal cord injury

(SCI).

Study dates
Recruitment:
January to April 2017

Source of funding
The project was
funded by The Irish
Society of Chartered
Physiotherapists
Eastern Branch
Research Bursary
2016 and the Health
Informatics Society of
Ireland Research
Bursary 2016.

Participants

SCl/tetraplegia/paraplegia/not
reported):
e Intervention (N):
10/13/7/10/20/5
e Control (N): 7/17/7/7/24/3

Type of SCI (motor
complete/incomplete/not
reported)
e Intervention (N): 9/22/4
e Control (N): 9/22/3

Injury cause (traumatic/non-
traumatic/not reported)

e Intervention: 21/12/2

e Control: 24/10/0

Inclusion criteria
Participants had to:
e have an AlS score A-D
¢ be discharged from acute
hospital and rehabilitation
services
¢ Chronic pain (longer than 3
months)
e Over 18 years of age
e Fluency in English (verbal
and written)
¢ Regular internet access
and basic computer/tablet
skills

Exclusion criteria
¢ Previous completed a
CBT-PMP

Interventions

participants could post questions and
discuss concepts of the programme with
one another. The SPIRE programme was
supported by a printed manual that was
mailed to all intervention participants (i.e. an
information leaflet for family members that
summarized the programme goals and how
best to support the participant in their pain
management.

e Control Group: participants in the control
group continued to manage their chronic
pain as they normally did and received no
further intervention for the duration of the
study. They were offered access to the
SPIRE programme on completion of the
study. (No further details were given.)

Details
o follow-up: post-intervention, and 3
months after intervention complention

Outcomes and
Results

care): 55.12 (17.15)

6 months follow-up
(from discharge):
e CBT Programme:
68.30 (14.89)
e Control (standard
care): 54.72 (2.26)

WHOQOL (Social)
(mean; SD):

After intervention
completion (week 8):
e CBT Programme:
61.21 (24.53)
e Control (standard
care): 56.02 (17.99)

6 months follow-up
(from discharge):
e CBT Programme:
62.19 (23.54)
e Control (standard
care): 54.51 (2.48)

WHOQOL

(Environmental) (mean;

SD):

After intervention
completion (week 8):
e CBT Programme:
66.93 (14.14)
e Control (standard

Comments

(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? Y

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial?
No

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? NI

2.4, If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y - ITT analysis
2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement: Some
concerns

Domain 3: Missing outcome
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Study details

Participants

e Mental health issues
requiring active psychiatric
management

e Confounding co-morbidities
(cancer, unstable
angina/uncontrolled cardiac
arrhythmias/severe aortic
stenosis, acute systemic
infection accompanied by
fever, systemic/inflammatory
diseases, e.g. rheumatoid
arthritis) and substance
misuse

Interventions

Outcomes and
Results

care): 62.78 (16.15)

6 months follow-up
(from discharge):
e CBT Programme:
69.05 (14.90)
e Control (standard
care): 64.07 (1.37)

ISCI QoL (Wellbeing)
(mean; SD):

After intervention
completion (week 8):
e CBT Programme:
5.79 (2.66)
e Control (standard
care): 5.39 (2.25)

6 months follow-up
(from discharge):
e CBT Programme:
6.15 (2.66)
e Control (standard
care): 5.46 (2.60)

ISCI QoL (Physical)
(mean; SD):

After intervention
completion (week 8):
e CBT Programme:
5.79 (2.40)
e Control (standard
care): 4.71 (2.14)

Comments

data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA

Risk-of-bias judgement: Low
risk

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
inappropriate? PN

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No — outcome
assessors blinded to
intervention group

4.4 If Y/PYINI to 4.3: Could
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Study details

Participants

Interventions

Outcomes and
Results

6 months follow-up
(from discharge):
e CBT Programme:
5.85 (2.81)
e Control (standard
care): 5.29 (2.40)

ISCI QoL

(Psychological) (mean;

SD):

After intervention
completion (week 8):
e CBT Programme:
6.66 (2.40)
e Control (standard
care): 5.46 (1.95)

6 months follow-up
(from discharge):
e CBT Programme:
6.81 (2.47)
e Control (standard
care): 5.38 (2.65)

CPAQ (Engagement)
(mean; SD):

After intervention
completion (week 8):
e CBT Programme:
17.69 (4.37)
e Control (standard
care): 14.96 (4.94)

Comments

assessment of the outcome
have been influenced by
knowledge of intervention
received? NA

4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement: Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement Some
concerns

Overall risk of bias
Risk-of-bias judgement: Some
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Study details Participants

Full citation Sample size
Coker, J., Cuthbert, J., N= 81 (randomised)
Ketchum, J. M., e Intervention: 41
Holicky, R., Huston, T., e Control: 40
Charlifue, S., Re-

inventing yourself after N= 81 (analysed)
spinal cord injury: a e Intervention: 41
site-specific e Control: 40
randomized clinical

trial, Spinal Cord, 57,

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages in spinal cord injury for adults DRAFT (July 2021)

Interventions

Interventions
e Intervention group: 'Re-inventing Yourself
after SCI' - a manual-based, educationally-
based group therapeutic intervention
programme consisting of 2 hour weekly
sessions for 6 weeks. 8 specific skills were
presented over the course, designed to re-
frame the way an individual looks at events,
build their confidence and developing ways
to express positive attitude. These skills

Outcomes and
Results

6 months follow-up
(from discharge):
e CBT Programme:
18.52 (3.91)
e Control (standard
care): 16.09 (4.44)

CPAQ (Willingness)
(mean; SD):

After intervention
completion (week 8):
e CBT Programme:
14.04 (5.82)
e Control (standard
care): 13.19 (5.73)

6 months follow-up
(from discharge):
e CBT Programme:
12.46 (6.49)
e Control (standard
care): 11.00 (5.84)

SWLS (mean; SE):

After intervention

completion (week 6):
e Therapeutic
intervention
programme: 19.25
(1.40)
o Control (waitlist):
19.43 (1.39)

Comments
concerns

Other information
None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool

(RoB 2)

Domain 1: Risk of bias

arising from the

randomization process

1.1 Was the allocation

sequence random? Y — group
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Study details
282-292, 2019

Ref Id
1021091

Countrylies where

the study was carried

out
USA

Study type
RCT

Aim of the study
This RCT aimed to

compare the effect of a

self-efficacy group
treatment programme
to no treatment in
adults after acute
spinal cord injury
(SCI).

Study dates
Recruitment:
October 2011 to
November 2015

Source of funding
Funded by a grant

from National Institute

on Disability and
Rehabilitation
Research/National
Institute on Disability,

Participants

Characteristics

Age in years [Mean (SD)]:
e Intervention= 48.0 (12.8)
e Control=52.0 (15.3)

Gender (M/F):
o Intervention (N): 34/7
e Control (N): 32/8

Time since injury (years,
Mean [SD]): Not reported

Level of injury (AIS grade
A/B/C/D):
e Intervention(N): 19/2/7/13
e Control(N): 16/3/8/13

Type of SCI (motor
complete/incomplete)
e Intervention (N): 19/22
e Control (N): 16/24

Inclusion criteria
Participants had to:
e be 18 years old or over at
enrolment
e have a traumatic or non-
traumatic SCI at any level
¢ be at least 4 weeks post-
discharge from initial
inpatient rehabilitation
e be English-speaking
e provide informed consent
to participate

Interventions

were taught in a schedule, designed to
progress from introductory concepts to
more complex ones. Each session was led
by trained group facilitators (including a
physical therapist, a nurse, a social worker,
and an individual with SCI) and included
presentations, goal setting and group
discussion. Tasks were also assigned to be
completed at home between sessions.

e Control Group: waitlist control.

Details
o Follow-up: week 6 (after completion of
intervention), week 30 post-enrolment.

Outcomes and
Results

24 weeks follow-up
from baseline (week
30):
o Therapeutic
intervention
programme: 19.38
(1.43)

o Control (waitlist):

20.56 (1.39)
PHQ-9 (mean; SE):

After intervention

completion (week 6):

e Therapeutic
intervention
programme: 7.19
(0.87)

o Control (waitlist):

6.83 (0.85)

24 weeks follow-up
from baseline (week
30):
e Therapeutic
intervention
programme: 7.18
(0.88)

e Control (waitlist):

6.58 (0.85)

Comments

blocked randomisation by
statistician in groups of 17
participants

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? Y
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PN -
no statistical analysis
presented but visibly appear
similar

Risk-of-bias judgement Low
risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? Y

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial?
PY - not possible to blind due
to nature of intervention

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? No —
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Study details Participants Interventions TEDTES EE Comments
Results

Independent Living, Exclusion criteria modular approach and strict

and Rehabilitation
Research.

o History of moderate or
severe traumatic brain injury
e Participant in another RCT,
formal clinical group or
psychological therapy

e Individuals currently
experiencing 2moderately
severe levels of depression

e Individuals currently self-
efficacious

¢ Living beyond a reasonable
commuting distance from the
study site

¢ Participants unable to
verbally communicate

schedule to intervention.
Treatment fidelity monitoring
also performed.

2.4, If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y - ITT analysis
2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? No —
only 4 (5%) lost to follow
up/withdrew but all were
assigned to the intervention
group

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
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Study details Participants Interventions gutcomes 2l Comments
esults

data? PY - sensitivity analysis
and adjustment for co-variates
done
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/IPY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA
Risk-of-bias judgement Low
risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? PN
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No — outcome
assessors blinded to
intervention group
4.4 1f Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA
4.5 If Y/IPY/INI to 4.4: Is it likely
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Study details

Full citation
Dallolio, L., Menarini,

Participants

Sample size
N= 137 (randomised)

Interventions

Interventions
o Intervention group: standard care (as

Outcomes and
Results

Increase in SCIM
(mean; SD):

Comments

that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement Some
concerns

Overall risk of bias
Risk-of-bias judgement Some
concerns

Other information

None.

Limitations
Quality assessment: Risk of
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Study details

M., China, S., Ventura,
M., Stainthorpe, A.,
Soopramanien, A.,
Rucci, P., Fantini, M.
P., Functional and
clinical outcomes of
telemedicine in
patients with spinal
cord injury, Archives of
physical medicine and
rehabilitation, 89,
2332-2341, 2008

Ref Id
988225

Countrylies where
the study was carried
out

Belgium, Italy and UK

Study type
RCT

Aim of the study
This RCT aimed to
compare the
effectiveness of a
telemedicine schedule
with standard care in
adults with SCI.

Study dates
Recruitment:
November 2003 to

Participants

[UK/Belgium/Italy]
e Intervention: 69 [28/30/11]
e Control: 68 [28/3010]

N= 127 (analysed)
[UK/Belgium/Italy]
e Intervention: 62 [25:30:7]
e Control: 65 [26:29:10]

Characteristics
Reported by site rather than by
treatment received.

Age in years [Mean (SD)]:
e Italy = 37.34 (13.64);
e Belgium (Brussels) = 37.88
(15.41);
e UK =43.90 (15.75)

Gender (M/F):
e Italy (N) = 53/6;
e Belgium (Brussels) (N) =
12/5;
o UK (N) =42/9

Time since injury (months): Not
reported

Level of injury: Not reported
(inclusion criteria states lesion
level at C4-L2)

Type of SCI: Not reported

Inclusion criteria

Interventions

described below) plus patients received 17
telemedicine sessions (approximately 45
minutes each) over 6 months. 8 sessions
were scheduled weekly for first 2 months
and then 9 bi-monthly sessions until 6
months. Sessions were a mix of 2 types.
Type 1 sessions involved at least 1 medical
doctor and 1 nurse, and consisted of
structured interviews designed to collect
signs and symptoms usually address in
clinical routine. Patients and caregivers had
the opportunity to share views and
concerns. At the end of the sessions,
physicians and nurses formulated specific
recommendations to be passed on to
relevant therapists or general practitioners.
In some cases, general practitioners
attended the telemedicine sessions to be
updated on the patient's progress. Type 2
sessions involved 1 physiotherapist and/or
1 occupational therapist, and consisted of
structured interviews assessing functional
parameters relating to mobility. Specific
recommendations were given in response
to these.

e Control group: standard card consisting of
the home, nursing or unspecialised hospital
care they would normally have received
after discharge from the spinal cord unit.

Details

e Follow-up: 6 months after intervention
completition (from postdischarge)

Outcomes and
Results

UK site at 6 months
follow-up after
intervention completion:
o Telemedicine
rehabilitation: -2.06
(9.06)
e Control (standard
care): 0.10 (7.39)

Italian site at 6 months
follow-up after
intervention completion:
o Telemedicine
rehabilitation: 3.38
(4.66)
e Control (standard
care): 3.38 (4.69)

Belgian site at 6 months
follow-up after
intervention completion:
o Telemedicine
rehabilitation: 1.40
(1.95)
e Control (standard
care): 7.30 (19.78)

Comments

bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? PY
—randomised list for each
centre held by study co-
ordinator

1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? No
Risk-of-bias judgement Low
risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — not
possible to blind due to nature
of telemedicine intervention
2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the
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Study details
February 2006

Source of funding
The project was
funded by European
Commission's
Framework V
Programme.

Participants

Participants had to:
¢ age 18 years old or over
e have non-progressive,
complete or incomplete SCI
with lesion level at C4-L2
¢ willingness to participate
with their caregivers
o discharged for the first time
from the spinal cord unit to
their homes (Belgium and
Italy) or to their homes or
another facility (UK)
e living with the catchment
area of the spinal cord unit
(UK and Belgium) or be
willing to travel to the spinal
cord unit with their caregiver
for 2 follow up visits (ltaly)
¢ able to install broadband
lines and videoconference at
home

Exclusion criteria
o Participants withdrew from
the trail before the end of the
trial period by:
¢ declaring voluntary
withdrawal
e not participating in 2
consecutive scheduled
telemedicine sessions
¢ patient re-admitted to the
spinal cord unit or another
hospital for a period longer
than 2 weeks

Interventions

Outcomes and
Results

Comments

trial? PY — not possible to blind
due to nature of telemedicine
intervention

2.3. If Y/PYINI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? PY —
GPs could attended sessions
in some cases. Mixture of type
1 or 2 interventions given but
ratios Not reported.

2.4. If YIPY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NI — ratios and
attendance of primary
physicians Not reported.

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? PY —
differing levels of care

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? NI — ITT analysis
performed but results Not
reported

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NI — too
much uncertainty in reporting
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Study details Participants Interventions gutcomes 2l Comments
esults

to make judgment
Risk-of-bias judgement High
risk
Domain 3: Missing outcome
data
3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? No
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? No
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? Y
3.4 If Y/PY/INI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? PY
Risk-of-bias judgement High
risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? PN — patient
acceptability measured using
specific questionnaire
developed for this trial by one
of the authors. No information
given on validity.
4.2 Could measurement or
ascertainment of the outcome
have differed between
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Study details

Participants

Interventions

Outcomes and
Results

Comments

intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
NI

4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? PY — patient
acceptability measured using
specific questionnaire
developed for this trial by one
of the authors.

4.5 If Y/IPY/INI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? PY — patient
acceptability measured using
specific questionnaire
developed for this trial by one
of the authors.

Risk-of-bias judgement High
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
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Study details Participants

Full citation Sample size

Dorstyn, Diana, N= 39 (randomised)
Mathias, Jane, e Intervention: 20
Denson, Linley, e Control: 19

Robertson, Marie,

Effectiveness of N=39 (analysed)

telephone counseling e Intervention: 20

In managing e Control: 19 (1 withdrew)

psychological

cord injury: a Age in years [Mean (SD)]:
preliminary study, e Intervention=53.8 (16.3)
Archives of physical « Control= 53.1 (20.0)

Interventions

Interventions

o Intervention group: Participants in the
intervention group received a
telecounselling program, which was
designed to improve short-term emotional
outcomes in adults post-SCI, and was
delivered by a clinical psychologist. The
intervention lasted 12 weeks and consisted
of biweekly phone consults. It included 7
sessions in addition to standard care:

o Session 1. Aims were to monitor and

manage both mood and coping skills.

o Sessions 2 and 3. This session

Outcomes and
Results

DASS-21 Depression
(mean; SD):

After intervention

completion (week 12):
o Telecounselling
sessions: 5.30 (6.23)
e Control (standard
care): 3.16 (4.73)

At 3 months follow-up
after intervention
completion:

Comments

for analysis? NI

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PY — ITT analysis
performed and reported as
‘overlapping’ with the
published results but no further
evidence.

Risk-of-bias judgement High
risk

Overall risk of bias
Risk-of-bias judgement High
risk

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
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Outcomes and

Study details Participants Interventions R Comments
esults

medicine and included education on the psychosocial e Telecounselling assigned to interventions? NI:
rehabilitation, 93, Gender (M/F): impact of SCI. sessions: 4.84 (5.00) no details were reported in the
2100-8, 2012 e Intervention (N): 13/7; o Sessions 4 to 6. Aims were to deliver e Control (standard  article

e Control (N): 14/5 education, reinforcement, and care): 3.44 (8.23) 1.3 Did baseline differences
Ref Id monitoring of positive coping strategies. between intervention groups
1078037 Time since injury (months): Not  Session 7. This session included a DASS-21 Anxiety suggest a problem with the

) reported review of treatment progress and (mean; SD): randomization

Countrylies where referral to community-based process? PY: Whereas the
the study was carried [evel of injury psychological services, if required. After intervention distribution of age, sex and
out (paraplegialtetraplegia): « Control group: Participants in the control | COmpletion (week 12):  main demographics were
Australia e Intervention (N): 15/5 group received standard care only e Telecounselling about equal, there was a

« Control (N): 9/10 which involved routine individual medical sessions: 3.70 (4.01)  difference in scores of major

Study type follow-up and physical therapies (eg, » Control (standard ~ depression at baseline
RCT Type of SCI (motor physiotherapy, occupational therapy), in care): 2.32 (3.35) between groups. This =~
. complete/incomplete) addition to a face-to-face consultation with a CHFETENEe WES mot Sl
Aim of the study o Intervention (N): 11/9 psychologist at 3 months post discharge At 3 months follow-up  Significant. Nevertheless, this
This RCT aimed to o Control (N): 3/16 ' after intervention may represent an important
compare the Details completion: clinical difference.
teeflfzgﬂ\é?]r;ess of Injury cause (TraumatiC/non‘ ° Fo”ow_up_' 1) end-of-intervention (at week L4 Telecounse"ing 5;?(k'0f‘b|as JUdgement: ngh
o traumatic) 12 from baseline); 2) at 3 months after sessions: 4.74 (4.82) P :
telecounseling e Intervention (N): 9/11 the end of the intervention (DASS only) « Control (standard ~ Domain 2: Risk of bias due
delivered by ) : to deviations from the
e Contro (N)I: 13/6 care): 1.78 (3.29)
a psychologist to ' intended interventions
standard care in adults Inclusion criteria DASS-21 Stress (mean:; (effect of assignment to
with a newly acquired Particioants had to be: SD): " intervention)
spinal cord injury (SCI) . ngr 18 years old ' 2.1. Were participants aware
el After intervention of thelr a53|gned intervention
Study dates ) ; . during the trial? PN
] comprehension completion (week 12):
Recruitment: Not ) 3 2.2. Were carers and people
¢ recently acquired an SCI ¢ Telecounselling - ; .
reported yacq e delivering the interventions
(leSS than 1 year ago) Sessions: 710 (834) -0 q g
; « sufficient cognitive capacit « Control (standard 2o of participants’ assigned
Source of funding e g dp y care): 5.26 (7.78) intervention during the
Reported as not Fofena ;t e t? RIGES T ' trial? NI: No information were
impacting conflict of informed consen i reported in the article
interest. and participate in the therapy At 3 months follow-up 53 "yt v//py N 10 2.1 or 2.2:

process after intervention
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Study details

Participants

o completed their primary
rehabilitation in the Spinal
Injuries Unit at

Hampstead Rehabilitation
Centre

e accessed psychological
services during their inpatient
rehabilitation in order to
assist with their adjustment to
disability.

Exclusion criteria

People were excluded from the

study if they:
¢ had a congenital spinal
condition (e.g. spina bifida)
¢ had significant cognitive
impairments that would
impact on their ability
to participate in therapy (that
is, severe traumatic brain
injury, as determined by
medical report)
e were currently engaged in
another psycho-therapeutic
intervention from another
agency

Interventions

Outcomes and
Results

completion:
o Telecounselling
sessions: 6.63 (7.27)
e Control (standard
care): 6.22 (9.65)

SCL CSQ: Fighting
spirit (mean; SD):

After intervention

completion (week 12):
o Telecounselling
sessions: 3.29 (0.35)
e Control (standard
care): 3.39 (0.64)

SCL CSQ: Acceptance
(mean; SD):

After intervention

completion (week 12):
¢ Telecounselling
sessions: 2.93 (0.65)
e Control (standard
care): 2.88 (0.55)

SCL CSQ: Social
reliance (mean; SD):

After intervention

completion (week 12):
e Telecounselling
sessions: 2.89 (0.62)
e Control (standard
care): 2.79 (0.48)

Comments

Were there deviations from the
intended intervention that
arose because of the
experimental context? No

2.4, If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement: Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants

randomized? PY (for all
outcomes)

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA

3.3 If No/PN to 3.2: Could
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Outcomes and

Results Comments

Study details Participants Interventions
missingness in the outcome
depend on its true value? NA
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? PN
Risk-of-bias judgement: Low
risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? No
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No - outcome
assessors blinded to
intervention and allocation (all
assessments of were
administered by an
independent psychologist who
was not informed of group
allocation.)

4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA
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Study details

Full citation
Duchnick, Jennifer J.,
Letsch, Elizabeth A.,
Curtiss, Glenn, Coping
effectiveness training
during acute

Participants

Sample size

N= 41 (randomised)
¢ Intervention: 21
e Control: 20

N= 33 (analysed)

Interventions

Interventions

o Intervention group: The intervention

(Coping effectiveness training

[CET]) consisted of weekly 60-min psycho-
educational group intervention sessions

focused into six topic areas:

Outcomes and
Results

CESD (mean; SD):

After intervention
completion (3 months
from baseline):

e Coping

Comments

4.5 If Y/IPY/INI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement: Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias

Jjudgement: low risk

Overall risk of bias Risk-of-
bias judgement: High risk
Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
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Study details

rehabilitation of spinal
cord injury/dysfunction:
a randomized clinical
trial, Rehabilitation
psychology, 54, 123-
32, 2009

Ref Id
1078038

Countrylies where
the study was carried
out

USA

Study type
RCT

Aim of the study

This RCT aimed to
compare the
effectiveness of coping
effectiveness training
(CET) and supportive
group therapy (SGT) in
adults after acute
spinal cord injury
(SCI).

Study dates
Recruitment:

October 2004 to June
2006

Source of funding

Participants

e Intervention: 16
e Control: 17

Characteristics

Age in years [Mean (SD)]:
¢ Intervention=50.8 (16.9)
e Control= 54.6 (9.8)

Gender (M/F):
e Intervention (%): 95/5;
e Control (%): 100/0

Time since injury in days
[Mean (SD)]:
¢ Intervention=46.7 (42.5)
e Control= 59.6 (50.5)

Level of injury (Tetraplegia):
¢ Intervention (%): 40
e Control (%): 70

Type of SCI (AlIS category
[A/B/C/D or NA)
e Intervention (%):
30/30/5/35
e Control (%): 20/20/20/40

Injury cause:
¢ Intervention: All traumatic
e Control: All traumatic

Inclusion criteria
Participants had to:
e have received a diagnosis
of paraplegia or tetraplegia

Interventions

o O O O

e Control Group: The control (Supportive
group therapy [SGT]) consisted of minimally
structured, emotion-focused SGT sessions
and served as the control condition to

stress reactions;

situation appraisal, coping strategy

choice

interaction between thoughts,
emotions, and behaviors

relaxation
problem solving

communication and social support.

Group sessions
incorporated education, group

discussion, and modeling of coping

behaviors.

account for nonspecific effects of

therapeutic contact. Sixty-minute sessions
were held weekly and members were
encouraged to attend until discharged from
the facility. Sessions emphasized the

sharing of experiences and

information surrounding injury-related

topics, exploration of emotional and

cognitive reactions, and the opportunity for
support and education from peers and

psychologists.

e NOTE: The psychologists cofacilitated
both groups then independently lead one of
the groups for the remainder of the study.

Details

e Follow-up: 3-month after intervention

Outcomes and
Results

effectiveness training
sessions: 9.4 (6.1)

e Control (supportive
group therapy): 11.1
(8.1)

3 months follow-up from

intervention completion:
e Coping
effectiveness training
sessions: 14.2 (12.8)
e Control (supportive
group therapy): 17.0
(12.1)

SAl (mean; SD):

After intervention

completion (3 months

from baseline):
e Coping
effectiveness training
sessions: 33.2 (9.3)
e Control (supportive
group therapy): 35.3
(15.1)

3 months follow-up from

intervention completion:
e Coping
effectiveness training
sessions: 36.3 (15.0)
e Control (supportive
group therapy): 41.7
(17.3)

Comments

arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? No
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PN -
no statistical analysis
presented but visibly appear
similar

Risk-of-bias judgement: Some
concerns

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? Y

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial? Y
2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? N
2.4.If Y/PY to 2.3: Were these
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Study details

The project was
funded by the
James A. Haley
Veterans’ Hospital

Participants

within the preceding 6
months

¢ be fluent in the English
language

¢ had no severe psychiatric
condition precluding group
therapy participation (e.g.,
active psychosis)

¢ have cognitive capacity to
provide informed consent
and participate in

group process.

Exclusion criteria
¢ Not reported (see inclusion
criteria)

Interventions

Outcomes and
Results

Comments

deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? PY

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement: Some
concerns

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? PN —
3 (15%) lost to follow
up/withdrew (per intervention
group)

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? No

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? PN
3.4 If Y/IPY/NI to 3.3: Is it likely
that missingness in the
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Study details Participants Interventions gutcomes s Comments
esults

outcome depended on its true
value? PN
Risk-of-bias judgement: Some
concerns
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? PN
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
Y
4.4 If Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? Y
4.5 If Y/IPY/INI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? PY
Risk-of-bias judgement: High
risk
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
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Study details

Full citation

Participants

Sample size

Galea, M. P., Panisset, N= 24 (randomised)

M. G., El-Ansary, D.,
Dunlop, S. A,
Marshall, R., Clark, J.

¢ Intervention: 12
e Control: 12

M., Churilov, L., SCIPA N= 24 (analysed)

Switch-On: A
Randomized
Controlled Trial
Investigating the

¢ Intervention: 12
e Control: 12

Characteristics

Functional Electrical

¢ Intervention=38.6 (15.1)

Interventions

Interventions
¢ 4 cycling sessions were held each week,
maximum of 60 minutes, for a total of 12
weeks.
¢ Intervention group: FES-assisted cycling
— 5 minutes of passive cycling as a warm
up. Then a multichannel stimulator co-
ordinating the neuromuscular stimulation of
the quadriceps, hamstrings, and gluteal
muscles. Pattern of stimulation was
synchronised to a low cadence (30-50 rpm)
peddling pattern. Stimulation intensity

Outcomes and
Results

QoL: AQoL score
(median; IQR):

1 week from
intervention completion
(12 weeks from
baseline):
o FES-assisted
cycling: 0.43 (0.25 to
0.54)
e Control (passive
cycling): 0.26 (0.11 to

Comments

produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement Some
concerns

Overall risk of bias
Risk-of-bias judgement: High
risk

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
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Study details

Stimulation-Assisted
Cycling and Passive
Cycling Initiated Early
after Traumatic Spinal
Cord Injury,
Neurorehabilitation
and Neural Repair, 31,
540-551, 2017

Ref Id
1021601

Countrylies where
the study was carried
out

Australia and New
Zealand

Study type
RCT

Aim of the study

This RCT aimed to
compare the efficacy,
safety and feasibility of
functional electrical
stimulation-assisted
cycling (FESC) and
passive cycling (PC) to
attenuate muscle
atrophy after acute
spinal cord injury
(SCI).

Study dates

Participants
e Control= 38.2 (16.1)

Gender (M/F):
o Intervention (N): 11/1
e Control (N): 12/0

Time since injury (days,
Median [IQR]):
e Intervention: 14.5 (13-18)
e Control: 16.5 (12-19)

Level of injury (AIS grade
A/B/C):
e Intervention (N): 6/2/3
e Control (N): 8/2/1

Type of SCI (motor
complete/incomplete)
e Intervention (N): 8/4
e Control (N): 10/2

Inclusion criteria
Participants had to be:
e 18 years old or over
¢ Motor complete or
incomplete above the
neurological level of T12
e No more than 4 weeks
post-injury
e Had medical and surgical
clearance to participate

Exclusion criteria

e Patient had non traumatic

SCI

Interventions

gradually increased until either a) muscles
failed to produce enough power to maintain
30 rpm or b) onset of signs of muscle

fibrillation. Warm down 2 minutes of passive

cycling.

e Control group: Passive cycling —
procedure the same as FESC, without
stimulation or resistance. Participants were
instructed to relax and not push the pedals.
e Standard care: All patients continued to
receive standard care, including
personalised physiotherapy.

NOTE: Clinical lower-limb electrical
stimulation was not permitted during 12-week
intervention period.

Details
o Follow-up: Post-intervention assessment
carried out 1 week after intervention
completion.

Outcomes and
Results

0.50)

QoL: WHOQOL-bref-
domain 1 (median;
IQR):

1 week from
intervention completion
(12 weeks from
baseline):
o FES-assisted
cycling: 66 (44 to 69)
e Control (passive
cycling): 63 (44 to 69)

QoL: WHOQOL-bref-
domain 2 (median;
IQR):

1 week from
intervention completion
(12 weeks from
baseline):
e FES-assisted
cycling: 59.5 (50 to
75)
e Control (passive
cycling): 69 (56 to 69)

QoL: WHOQOL-bref-
domain 3 (median;
IQR):

1 week from
intervention completion

Comments

participants were enrolled and
assigned to interventions? PY
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? No
Risk-of-bias judgement Low
risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — not
possible to blind due to nature
of intervention

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the

trial? NI: No information were
reported in the article

2.3.If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? No

2.4 1f Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
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Study details

Recruitment: Novembe
r 2012 to March 2014

Source of funding
The project was
funded by the
Transport Accident
Commission (Victorian
Neurotrauma Initiative)
and the National
Health and Medical
Research Council of
Australia.

Participants

¢ Patient had long bone or
pelvic fracture
o Patient had pressure injury

Interventions

Outcomes and
Results

(12 weeks from
baseline):
e FES-assisted
cycling: 69(50 to 69)
e Control (passive
cycling): 56 (50 to 75)

QoL: WHOQOL-bref-
domain 4 (median;
IQR):

1 week from
intervention completion
(12 weeks from
baseline):
o FES-assisted
cycling: 63 (63 to 75)
e Control (passive
cycling): 69 (56 to 75)

Mood; HADS anxiety
(median; IQR):

1 week from
intervention completion
(12 weeks from
baseline):
e FES-assisted
cycling: 9 (8 to 9)
e Control (passive
cycling): 11 (10 to
13.5)

Mood: HADS
depression (median;

Comments

affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
(for all outcomes)

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NI

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NI
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NI

Risk-of-bias judgement: low
risk

Domain 4: Risk of bias in
measurement of the
outcome
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Study details

Participants

Interventions

Outcomes and
Results

IQR):

1 week from
intervention completion
(12 weeks from
baseline):
o FES-assisted
cycling: 10 (10 to 11)
e Control (passive
cycling): 10 (9 to 12)

Comments

4.1 Was the method of
measuring the outcome
inappropriate? No

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No - outcome
assessors blinded to
intervention and allocation
(single-blind design, assessors
were blinded to group
allocation)

4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA

4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
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Study details Participants
Full citation Sample size
Harvey, L. A,, N= 20 (randomised)

Fornusek, C., Bowden,
J. L., Pontifex, N.,
Glinsky, J., Middleton,
J. W., Gandevia, S. C., N=20 (analysed)
Davis, G. M., Electrical e Intervention: 10
stimulation plus e Control: 10
progressive resistance

training for leg strength characteristics

e Intervention: 10
e Control: 10

in spinal cord injury: a  Age in years [Median (IQR)]:

randomized controlled

A ' ¢ Intervention=40 (28—49)
trial, Spinal Cord, 48,

e Control= 39 (29-49)

570-5, 2010

Gender (M/F):
Ref Id ; .
1025733 e Intervention (N): 7/3

e Control (N): 7/3

Country/fles where Time since injury in

Outcomes and

Interventions
Results

COPM: Performance
(median; IQR):

Interventions
o Intervention group: Participants in
the intervention group received neurological
electrical stimulation superimposed
on progressive resistance training to the
quadriceps muscles of one leg, thrice
weekly for 8 weeks. All training was
undertaken in participants’ homes with a
portable device. Electrical stimulation (ES)
was delivered through a STIWELL med4
portable neurostimulator. The intervention
consisted of 12 sets of 10 knee
extension repetitions. The first six sets
involved ES superimposed on maximal
voluntary knee extension. The second six
sets involved ES-evoked muscle
contractions alone.
e Control group: Participants in the control
group did not receive the intervention

After intervention
completion (8 weeks
from baseline):
¢ Neurological
electrical stimulation:
6.3 (5.3t07.8)
e Control (standard
care): 5.6 (5.4 to 6.6)

Comments

specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement:

low risk

Overall risk of bias Risk-of-
bias judgement: low risk
Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? Y
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization

process? PY: Whereas the
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Outcomes and

Study details Participants Interventions Results Comments
the study was carried months[Median (IQR)]: o NOTE: Both control and experimental distribution of age, and sex
out e Intervention: 3(2-8) participants were allowed to continue were about equal, there was a
Australia e Control: 4(2-7) general fitness or mobility programs that difference in scores
they had been participating in before the according to the AIS

Study type Level of injury (AlS impairment  trial. They were requested not to change classificatioin of impairment
RCT classification C/D): their usual activities of daily living. (level of SCI)

o Intervention (N): 7/3 Risk-of-bias judgement: High
Aim of the study o Control (N): 2/8 Details risk
This RCT aimed to e Follow-up: end of the intervention (8 Domain 2: Risk of bias due
compare the Type of SCI (motor weeks from baseline) to deviations from the
effectiveness of complete/incomplete): intended interventions
neurological electrical || participants had motor (effect of assignment to
stimulation plus incomplete lesions intervention)
progressive resistance 2.1. Were participants aware
training for leg strength |nclusion criteria of their assigned intervention
and standard care Participants had to be: during the trial? PY
(including general o with complete or 2.2. Were carers and people
fitness or mobility incomplete SCI sustained delivering the interventions
programs) to provide more than 6 months before aware of participants' assigned
adults with spinal cord testing, intervention during the
injury (SCI) trial? NI: No information were

o at least 90 degrees passive
knee range of motion and
moderate neurologically
induced weakness in their , X 3
quadriceps muscles of one intended intervention that

leg that was responsive to arose because of the
ES experimental context? No

Study dates 2.4. If YIPY to 2.3: Were these
Recruitment: 2008 to deviations from intended

2009 (study's intervention balanced between
protocol: ACTRN1260 groups? NA

9000079246) 2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate

with increased voluntar
y strength in the
paretic quadriceps
muscles during
rehabilitation.

reported in the article
2.3. If YIPY/NI to 2.1 or 2.2:
Were there deviations from the

Exclusion criteria
¢ recent history of trauma to
the lower extremity
o currently participating in a
lower limb strength or ES
training program or limited
ability to comply.

Source of funding
The project was
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Outcomes and

Study details Participants Interventions R Comments

esults
funded by the Spinal analysis used to estimate the
Cord Injury and effect of assignment to
Other Neurological intervention? Y
Conditions Research 2.7 If No/PN/NI to 2.6: Was
Grants Program of there potential for a substantial
the New South Wales impact (on the result) of the
Office for Science and failure to analyse participants
Medical Research. in the group to which they

were randomized? NA
Risk-of-bias judgement: Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
(for all outcomes)

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA

Risk-of-bias judgement: Low
risk

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
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Study details

Participants

Interventions

Outcomes and
Results

Comments

inappropriate? No

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No - outcome
assessors blinded to
intervention and allocation
4.4 1f Y/PY/INI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA

4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement. Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

5.2. ... multiple outcome
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Outcomes and

Study details Participants Interventions Results

Full citation Sample size Interventions COPM: Satisfaction
Harvey, L. A, Ristev, N= 32 (randomised) ¢ Intervention group: standard subscore (mean):

D., Hossain, M. S., e Intervention: 16 physiotherapy and occupational therapy

Hossain, M. A, e Control: 16 plus 30 minutes of task-specific training, 3  After intervention
Bowden, J. L., times a week for 6 weeks. Training was completion (6 weeks
Boswell-Ruys, C. L., N= 32 (analysed) given by a physiotherapist trained in SCI from baseline):
Hossain, M. M., Ben, e Intervention: 16 management and was tailored to each o Task-specific

M., Training e Control: 16 participant's stage of training: 7.5
unsupported sitting rehabilitation. Participants had 84 different e Control (standard
does not improve Characteristics exercises each with three grade of difficulty,  physiotherapy and
ability to sit in people  Age in years [Median (IQR)]: for a total of 252 exercises. occupational therapy):
with recently acquired ¢ |ntervention= 26 (24 to 31)  ® Control group/standard care: standard 7.5

paraplegia: a o Control= 27 (24 to 31) physiotherapy and occupational therapy.

randomised trial, This included training for transfers NB. Variability i.e. SD,
Journal of Gender (M/F): wheelchair skills, dressing and SE or SEM not reported
physiotherapy, 57, 83- | iervention (N): 14/2; showering. Protocol also dictated that

90, 2011 « Control (N): 16/0 ’ control participants should receive 3 5-

minute sessions but this was only given
Time since injury (weeks) to control participants in the Bangladesh

[Median (IQR)] : site.

Countrylies where_ : lg;i?:s;? t;°0n281 t10($ 4t)o 17) Details
the study was carried ' e Follow-up: end-of-intervention (at 6

out weeks)

Ref Id
1078039

Comments

measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement:

low risk

Overall risk of bias Risk-of-
bias judgement: high risk
Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? Y
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PN —
report notes ‘groups similar at
baseline’ but no statistical
analysis results presented
Risk-of-bias judgement. Low
risk

Domain 2: Risk of bias due
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Study details
Australia and India

Study type
RCT

Aim of the study
This RCT aimed to
compare the
effectiveness of a 6-
week motor retraining
programme with
standard care to
provide adults

with spinal cord injury
(SCI) with an improved
ability to sit
unsupported.

Study dates
Recruitment: Not
reported

Source of funding
The project was
funded by The
Rehabilitation and
Disability Foundation.

Participants

Level of injury, AIS Grade
(A/B/C):
e Intervention (N): 16/0/0
e Control (N): 13/2/1

Type of SCI: Not reported

Inclusion criteria

Participants had to:
e be over 18 years old
¢ sustained complete or
incomplete spinal cord injury
below T1
¢ have sustained SCI less
than 6 months ago
¢ be receiving physiotherapy
and occupational therapy as
part of an in-patient
rehabilitation programme
¢ have limited ability to sit
unsupported (verified by the
unsupported sitting item of
the Clinical Outcomes
Variable Scale)

Exclusion criteria
¢ Participant unlikely to co-
operate
e Had pressure areas
necessitating bedrest

Interventions

Outcomes and
Results

Comments

to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial?
PY

2.3.If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? Y —
protocol dictated that control
participants received 3x5-min
sessions per week of training
in unsupported sitting. Not
provided for Australian control.
2.4. If YIPY to 2.3: Were these
deviations from intended
intervention balanced between
groups? No — sessions
delivered as described to
Indian control group, not
provided to Australian control
group.

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? PY

2.6 Was an appropriate
analysis used to estimate the
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Study details Participants Interventions gutcomes g Comments
esults

effect of assignment to
intervention? Y
2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement: High
risk
Domain 3: Missing outcome
data
3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA
Risk-of-bias judgement. Low
risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? No
4.2 Could measurement or
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Study details Participants Interventions gutcomes g Comments
esults

ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No
4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA
Risk-of-bias judgement: Low
risk
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? PY
Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...
5.2. ... multiple outcome
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Outcomes and

Study details Participants Interventions Results
Full citation Sample size Interventions AQoL-8 (mean; SD):
Harvey, L. A., Dunlop, N= 70 (randomised) e Intervention group:
S. A., Churiloy, L., e Intervention: 37 The intervention consisted of an intensive At 11 weeks follow-up
Galea, M. P., Early e Control: 33 task-specific hand-training after intervention:
intensive hand program provided through an instrumented e FES and task-
rehabilitation is not N=70 (analysed) exercise workstation in conjunction with specific training: 0.37
more effective than e Intervention: 37 (35 week FES. The hand activities involved (0.24)
usual care plus one-to-  11; 31 week 26) playing computer games while practising e Control (standard
one hand therapy in « Control: 33 (33 week 11; 26  functional tasks using different manipulanda  care): 0.30 (0.23)
people with sub-acute week 26) (including reaching, grasping, manipulating,
spinal cord injury pulling, rotating and releasing). The FES At 26 weeks follow-up
('Hands On'): a Characteristics was provided through 5-cm diameter after intervention:
randomised trial, Age in years [median (IQR)J: electrodes. The FES was administered to e FES and task-
Journal of e Intervention=29 (23-45) any two stimulatable key muscles of the specific training: 0.41
physiotherapy, 62, 88- Control= 29 (22-53) hand, including the flexors and extensors of  (0.20)
95, 2016 the wrist, fingers and thumb. Participants e Control (standard

Gender (M/F): triggered it by clicking their teeth; this care): 0.37 (0.25)
Ref Id « Intervention (N): 33/4 stimulated the hand to open or close,
1021845 « Control (N): 28/5 allowing participants to grasp or release SCIM (mean; SD):

' the various manipulanda on the workstation

Countrylies where Time since injury (days, independent of assistance At 11 weeks follow-up

Comments

measurements (e.g. scales,
definitions, time points) within
the outcome domain? N

5.3 ... multiple analyses of the
data? No — performed ITT
and per-protocol analyses but
both reported in article.
Risk-of-bias judgement: Low
risk

Overall risk of bias
Risk-of-bias judgement: High
risk

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? Y
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? No
Risk-of-bias judgement. Low
risk

Domain 2: Risk of bias due
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Study details Participants

the study was carried median [IQR]):

out e Intervention: 81 (45-110)
Australia e Control: 62 (47-87)

Study type Level of injury (AlS Impairment
RCT Scale A/B/C/D):

e Intervention (N): 14/7/3/13

Aim of the study e Control (N): 10/5/9/9

This RCT aimed to
compare the
effectiveness of an
intensive hand-training
program (including
instrumented exercise
workstation, and
computer game) plus
FES and standard care |nclusion criteria

versus standard case  participants had to :

alone to provide adults 4 pe 16 years or older

with spinal cord injury ¢ p5q sustained a motor
(SCI) with possible complete or incomplete SCI
benefits on muscle at the neurological level of

Type of SCI
(complete/incomplete): unclear

strength, _ C2 to T1 within the preceding

sensation, function and 6 months

quality of life. « reduced ability to grasp
with the target hand, as

gtudy_ dates_ N b determined by the

rggggtgent' ovembe clinical judgement of the

December 2013 hospital therapist;

¢ able to tolerate sufficient
FES to enable the target

Source of funding hand to grasp and release

The project was
funded by the

Exclusion criteria
Transport

o Pre-existing hand or upper

Interventions

from the trial therapists.

e Control group: Control participants did not
receive the intervention. Instead, both
control and experimental

participants continued to receive usual care.
¢ Standard care: Involved typical

inpatient rehabilitation consisting of
physiotherapy as well as

vocational, recreational and occupational
therapy. In addition, over the 8-week
intervention period, both control and
experimental participants received at least
three 15-minute sessions per week of one-
to-one hand therapy for the target hand.

Details
e Follow-up: 0, 11, and 26 weeks after the
intervention.

Outcomes and
Results

after intervention:
e FES and task-
specific training: 10.1
(5.7)
e Control (standard
care): 8.3 (5.9)

At 26 weeks follow-up
after intervention:
e FES and task-
specific training: 10.9
(6.6)
e Control (standard
care): 9.5 (7.1)

Comments

to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — not
possible to blind due to nature
of intervention

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the

trial? NI: No information were
reported in the article

2.3.If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? N

2.4 1f Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If N/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
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Outcomes and

Study details Participants Interventions R Comments

esults
Accident Commission limb injury that prevented in the group to which they
(Victorian exercise. were randomized? NA
Neurotrauma Risk-of-bias judgement. Low
Initiative), NSW risk
Lifetime Care and Domain 3: Missing outcome
Support Authority, The data
University of 3.1 Were data for this outcome
Melbourne and available for all, or nearly all,
The University of participants randomized?
Western Australia. PN: Data were missing on four

participants at the post-
intervention assessment and
on 13 participants at the 26-
week assessments

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? PN

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? N
3.4 If Y/IPY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA

Risk-of-bias

Jjudgement: Low risk

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
inappropriate? No

4.2 Could measurement or
ascertainment of the outcome
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Study details Participants Interventions gutcomes g Comments
esults

have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
PY - outcome assessors were
unblinded for two assessments
4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NI: No information
were reported in the article
4.5 If Y/IPY/INI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? No
Risk-of-bias judgement: Some
concerns
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI
5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN
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Study details

Full citation

Heutink, M., Post, M.
W., Bongers-Janssen,
H. M., Dijkstra, C. A,
Snoek, G. J.,
Spijkerman, D. C.,
Lindeman, E., The
CONECSI trial: results
of a randomized
controlled trial of a
multidisciplinary
cognitive behavioral
program for coping
with chronic
neuropathic pain after
spinal cord injury,
Pain, 153, 120-128,
2012

Ref Id
1021904

Countrylies where
the study was carried
out

The Netherlands

Participants

Sample size

N= 61 (randomised)
¢ Intervention: 31
e Control: 30

N= 61 (analysed)
¢ Intervention: 31
e Control: 30

Characteristics
Age in years [Mean (SD)]: 58.8
(11.4)
¢ Intervention= Not reported
e Control= Not reported

Gender (M/F):
e Intervention (N): 21/10
e Control (N): 18/12

Time since injury [years,

Median (IQR)]: 5.4 (1.4-23.7)
¢ Intervention: Not reported
e Control: Not reported

Level of injury (AIS grade

Interventions

Interventions

o Intervention group: multidisciplinary
programme consisting of 3 hour weekly
sessions for 10 weeks, plus follow-up
session 3 weeks after 10th session.
Sessions were led by physiotherapists and
overseen by either a psychologist or nurse
practitioner. The programme focused on
educational, cognitive and behavioural
components specifically targeted at coping
with chronic neuropathic pain from SCI and
was accompanied by a course book
containing information on all sessions,
reading texts and homework. Participants
were encouraged to bring a buddy to two
sessions to learn about the intervention and
be a support source outside of the
sessions. Two theoretical models were

used to underpin the content.

e Control Group: waitlist control for 6

months.

Details

e Follow-up: 3 months (immediately after
intervention completion) and 6 months.

Outcomes and
Results

HADS Anxiety (mean;
SD):

At intervention
completion (3 months
from baseline):
e Intervention
programme: 5.6 (3.6)
o Control (waitlist):
5.7 (3.4)

At 3 months follow-up

after intervention (6

months from baseline):
e Intervention
programme: 5.9 (3.6)
o Control (waitlist):
5.6 (3.6)

UAL (mean; SD):

At intervention
completion (3 months
from baseline):
e Intervention
programme: 39.3

Comments

5.3 ... multiple analyses of the
data? PN

Risk-of-bias

Jjudgement: low risk

Overall risk of bias Risk-of-
bias judgement: Some
concerns

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? NI - simply
described as random

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? NI
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? N
Risk-of-bias judgement Some
concerns

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)
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Study details

Study type
RCT

Aim of the study
This RCT aimed to
compare the efficacy
of a multi-disciplinary
cognitive behavioural
treatment
programme to waitlist
controls in adults with
chronic neuropathic
pain after acute spinal
cord injury (SCI).

Study dates
Recruitment: Not
reported

Source of funding
Supported by an

Participants
A/B/C): Not reported

Type of SCI (motor
complete/incomplete)
e Intervention (N): 15/16
e Control (N): 24/6

Inclusion criteria

Participants had to:
e be 18 years old or above
e have an SCI
o at least 1 year after
discharge from first inpatient
SCI rehabilitation
e main type of pain
experienced is neuropathic
pain for at least 6 months,
and intensity score in
previous week of at least 40
on Chronic Pain Scale.

unrestricted grant from Exclusion criteria

Pfizer.

o SCI caused by metastatic
tumour

e previous cognitive
behavioural therapy for
coping with pain after SCI

o insufficient level of Dutch
e inability to function in a
group due to
psychopathology

Interventions

Outcomes and
Results

(20.4)
o Control (waitlist):
42.6 (21.1)

At 3 months follow-up
after intervention (6
months from baseline):
e Intervention
programme: 41.5
(17.5)
o Control (waitlist):
51.0 (19.3)

Comments

2.1. Were participants aware
of their assigned intervention
during the trial? NI

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial? NI
2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? N —
modular approach and strict
schedule to intervention.
Treatment fidelity monitoring
also performed.

2.4.If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y - ITT analysis
2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk
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Study details Participants Interventions gutcomes g Comments
esults

Domain 3: Missing outcome
data
3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? No —
11.5% dropout rate
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? No
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? PY
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? PN
Risk-of-bias judgement Some
concerns
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? PN
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If N/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? NI
4.4 If Y/PYINI to 4.3: Could
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Study details Participants Interventions gutcomes g Comments
esults

assessment of the outcome
have been influenced by
knowledge of intervention
received? Y — self reported
measures used for pain and
QoL
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? PN
Risk-of-bias judgement Some
concerns
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? PY
Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...
5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN
5.3 ... multiple analyses of the
data? PN — multiple analyses
but justification given for all
Risk-of-bias judgement Low
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Study details

Full citation

Hitzig, Sander L.,
Craven, B. Catharine,
Panjwani, Aliza,
Kapadia, Naaz,
Giangregorio, Lora M.,
Richards, Kieva,
Masani, Kei, Popovic,
Milos R., Randomized
trial of functional
electrical stimulation
therapy for walking in
incomplete spinal cord
injury: effects on
quality of life and
community
participation, Topics in
Spinal Cord Injury
Rehabilitation, 19, 245-
58, 2013

Ref Id
1021926

Countrylies where
the study was carried
out

Canada

Participants

Sample size

N= 34 (randomised)
e Intervention: 17
e Control: 17

N= 27 (analysed)
¢ |Intervention: 16
e Control: 11

Characteristics

Age in years [Mean (SD)]:

e Intervention= 56.6 (14.0)
e Control=54.1 (16.5)

Gender (M/F):
e Intervention (N): 14/3
e Control (N): 12/5

Time since injury in years
[Mean (SD)]:

¢ Intervention: 8.75 (9.7)
e Control: 10.3 (11.1)

Level of injury (AIS grade C/D):
e Intervention (N): 6/11
e Control (N): 7/10

Type of SCI: not reported but

Interventions

Interventions

Intervention group: Received FES stimulation
while ambulating on a body weight support
treadmill, which included overhead harness
that attached to cables and pulleys so that a
constant upward force can be applied while
the subject is walking. Minimal amount of
body weight support was used to facilitate
walking. Walking exercise were performed at
a speed selected by the attending
physiotherapist with input from the subject.
Manual assistance was applied by up to 3
assistants to the subject's lower extremities
and lower back when needed to facilitate
walking and ensure movements were carried
out in a physiological way. The amount of
body weight support and manual assistance
was progressively decreased over time with
the goal of achieving no support or
assistance. FES was delivered using 2
transcutaneous electric stimulators. Each
stimulation behaved as an independent
system controlling gait sequence or a
designated leg and was manually triggered
using a push button. The following muscles
were stimulated: quadriceps, hamstrings,
tibialis anterior and gastrocnemius.
Stimulation pulse amplitude, pulse duration
and pulse frequencies differed between

Outcomes and
Results

SWLS (mean; SD):

At 4 months follow up:
¢ BWS with FES:
18.69 (9.60)

e Control (attention
control): 17.82 (6.79)

At 6 months follow up:
¢ BWS with FES:
18.63 (9.79)

e Control (attention
control): 18.45 (6.53)

At 12 months follow up:

¢ BWS with FES:
18.63 (9.79)

e Control (attention
control): 18.45 (6.53)

IADL (mean; SD):

At 4 months follow up:
¢ BWS with FES:
18.50 (3.67)

e Control (attention
control): 19.91 (2.94)

At 6 months follow up:

Comments

risk

Overall risk of bias
Risk-of-bias judgement High
risk

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? Y
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PN
reported ‘no significant
differences’ but no statistical
results presented
Risk-of-bias judgement Low
risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
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Study details

Study type
RCT

Aim of the study
This RCT aimed to
compare the
effectiveness of a
FES-assisted walking
intervention with a
non-FES exercise
program on quality of
life and participation in
adults post-SCI.

Study dates
Recruitment:

commenced March
2005.

Last subject completed
follow-up: December
2010.

Source of funding
The project was
funded by Ontario
Neurotrauma
Foundation and
Toronto Rehabilitation
Institute, which
receives finding under
the Provincial
Rehabilitation
Research Program
from Ministry of Health
and Long Term Care in

Participants

protocol states inclusion criteria
as incomplete (AIS score C or
D) and chronic.

Inclusion criteria
Participants had to:

Have a chronic (= 18
months) traumatic SCI
Lesion between C2-T12 or
(equivalent to AIS scale C
or D)

Exclusion criteria

Patients exhibiting
contraindications to FES:

O
o

Cardiac pacemakers
Skin lesions or rashes at
potential electrode site
or denervation of

targeted muscles

Lower extremity grade IV
pressure ulcers or grade
Il pressure ulcers at
FES application and
harness contact sites
Uncontrolled
hypertension

Symptoms of orthostatic
hypotension after 15
minutes standing
Susceptibility to
autonomic dysreflexia
requiring medication

Interventions

participants. During stimulation, the targeted
muscles were stimulated bilaterally and in a
physiologically correct sequence that
mimicked the muscle activation sequence
observed during ambulation in able-bodied

individuals.

Control group: Sessions were supervised by
trained kinesiologists. Participants joined an
exercise programme that has 20-25 minutes
of resistance training and 20-25 minutes
aerobic training (including walking with
parallel bars or on a treadmill). 2-3 sets of
resistance training were performed at 12-15
repetition maximum resistance for all muscle At 12 months follow up:
groups that were capable of voluntary activity.
Aerobic exercise was performed at a
moderate pace and participants had the
opportunity to exercise on a treadmill if they

were able to walk unassisted.

Note: Both groups received the same level of
attention throughout the trial i.e. some form of
physical activity for 45 minutes per session, 3
days a week for 4 months, for a total of 48

sessions.

Details

Follow-up: Outcomes assessed at baseline,
at 4 months of intervention/control activities,
at 6 month follow-up (i.e. 2 months after
intervention/control activities had ceased),
and at 12-month follow-up (i.e. 8 months after
intervention/control activities had ceased).

Outcomes and
Results

e BWS with FES:
20.44 (3.78)

e Control (attention
control): 21.55 (3.62)

At 12 months follow up:

e BWS with FES:
20.44 (3.78)

e Control (attention
control): 21.55 (3.62)

SCIM (mean; SD):

e BWS with FES:
21.33 (7.62)

e Control (attention
control): 17.36 (5.46)

Comments

of their assigned intervention
during the trial? PY - not
possible to blind due to nature
of intervention

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial?
PY - not possible to blind due
to nature of intervention

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? No

2.4, If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA
2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk

Domain 3: Missing outcome
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Study details Participants Interventions gutcomes g Comments
esults

Ontario. data
3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? No
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? No
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NI
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? PY - uneven loss to
follow up (only 1 lost to follow-
up in intervention arm, 7 in
control over 12 months)
Risk-of-bias judgement High
risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? No
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? No
4.3 If N/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
No
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Study details

Participants

Interventions

Outcomes and
Results

Comments

4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA

4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? PY

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? N

Risk-of-bias judgement Low
risk

Risk-of-bias judgement: High
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Study details

Full citation

Latimer, A. E., Ginis,
K. A. M., Arbour, K. P.,
The efficacy of an
implementation
intention intervention
for promoting physical
activity among
individuals with spinal
cord injury: A
randomized controlled
trial, Rehabilitation
Psychology, 51, 273-
280, 2006

Ref Id
1026234

Countrylies where
the study was carried
out

Canada

Study type
RCT

Aim of the study
This RCT aimed to
compare the
effectiveness of an 8-
week implementation
intention intervention

Participants

Sample size

N= 54 (randomised)
¢ Intervention: 26
e Control: 28

N= 37 (analysed)
¢ Intervention: 19
e Control: 18

Characteristics

Age in years [Mean (SD)]:
e Intervention= 27.30 (26.79)
e Control= 16.80 (17.23)

Gender (M/F):
e Intervention (N): 11/8
e Control (N): 10/8

Time since injury (months): Not
reported

Level of injury
(Paraplegial/tetraplegia [1
missing]):
e Intervention (N): 12/6
e Contro (N)I: 12/6

Type of SCI (motor
complete/incomplete)
e Intervention (N): 8/10
e Control (N): 12/6

Interventions

Interventions

Control Group: Participants in the control
group received 3 30-min bouts of moderate to
heavy intensity physical activity per week
over the next 4 weeks. Then participants
were asked to verbally list the physical
activities they might try over the course of the
next 4 weeks.

Outcomes and
Results

Intentions (mean; SD):
o Intervention group: Participants in the
intervention group received 3 30-minbouts
of moderate to heavy intensity physical
activity per week for 4 weeks. Participants
were subsequently e-mailed a calendar
showing their implementation intentions and
a 4-week physical activity logbook. For
some individuals, referring to a physical
activity schedule on a calendar may induce
self-monitoring, to control for this potential
confound, we required all participants to log
their physical activity. At Week 4, the
interventionist telephoned participants to
help them update their implementation
intentions (updating their calendar, and
showing their new implementation
intentions and another 4-week logbook).

At intervention
completion (8 weeks
from baseline):
e Exercise and
intention intervention:
12.68 (1.60)
e Control (exercise
only): 11.71 (2.08)

PBC (mean; SD):

At intervention
completion (8 weeks
from baseline):
e Exercise and
intention intervention:
37.58 (4.49)
o Control (exercise
only): 35.41 (5.36)

(mean; SD):

o NOTE: In summary, participants in both
the control and intervention groups received
a motivational intervention (i.e., the physical
activity tool kit) and a standard goal
(engaging in three 30-min bouts of
moderate to heavy intensity physical activity
per week over the next 4 weeks). The

At intervention
completion (8 weeks
from baseline):
e Exercise and
intention intervention:
27.32 (3.67)
e Control (exercise

Scheduling self-efficacy

Comments

risk
Other information
None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? NI

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? PN
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? No
Risk-of-bias judgement: Some
concerns

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? NI

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial? NI

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages in spinal cord injury for adults DRAFT (July 2021)



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs after traumatic injury

Study details

to no treatment in
adults after acute
spinal cord injury
(SCI).

Study dates
Recruitment:
Not reported

Source of funding
The project was
funded by Canadian
Institutes of Health
Research Grant MOP-
57778

Participants

Injury cause (Traumatic/non-

traumatic): Not reported

Inclusion criteria
Participants had to be:
¢ neurological impairment
secondary to SCI (i.e.,
traumatic or nontraumatic
SCI)
e between 18 and 65 years
old
¢ physician’s approval to
participate in physical activity
e manual or power
wheelchair use as a primary
mode of mobility
¢ no cognitive impairment
¢ able to speak and read
English
e access to e-mail, and
sedentary lifestyle

Exclusion criteria
¢ Not reported (see inclusion
criteria)

Interventions

control differed from the intervention group

because they did not received the
implementation intention intervention

Details

o Follow-up: post-intervention (at 8 weeks
from baseline)

Outcomes and
Results

only): 24.25 (6.78)

Barrier self-efficacy
(mean; SD):

At intervention
completion (8 weeks
from baseline):
e Exercise and
intention intervention:
69 (12.08)
e Control (exercise
only): 57.37 (20.75)

Comments

2.3.If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? No

2.4 1f Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? No, only
individuals who

maintained fidelity to the
intervention were included in
the analyses

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? PN
Risk-of-bias judgement: High
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? No —
17 of 54 (10 in control and 7)
lost to follow up/withdrew
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Study details Participants Interventions gutcomes s Comments
esults

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? PN
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? PN
3.4 If Y/IPY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA
Risk-of-bias judgement: Some
concerns
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? PN
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No — outcome
assessors blinded to
intervention group
4.4 If Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA
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Study details

Full citation

Participants

Sample size

Interventions

Interventions

Outcomes and
Results

SCIM3 (Mean, SE™)

Comments

4.5 If Y/IPY/INI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement: Low
risk

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement Some
concerns

Overall risk of bias
Risk-of-bias judgement: High
risk

Other information

None.

Limitations
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Outcomes and

Study details Results

Participants Interventions Comments

Midik, M., Paker, N., N= 30 (randomised)
Bugdayci, D., Midik, A. ¢ Robot-assisted gait training +
C., Effects of robot- standard rehabilitation = 15

assisted gait tra|_n|ng e Standard rehabilitation = 15
on lower extremity

strength, functional
independence, and
walking function in
men with incomplete

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? NI —

¢ Intervention group: Robot-assisted gait
training sessions performed using Lokomat At baseline:
Prodevice (supported body weight system e Robot-assisted gait
with robotic gait orthosis) on treadmill, 3x training + standard
20min sessions per week for 5 weeks (total rehabilitation = 69.1
15 sessions). Initially, treadmill speed was (4.9)
set and 1.5 km/h and 50% of body weight  , standard
was supported. This was increased and rehabilitation = 69.2

N= 30 (analysed)
¢ Robot-assisted gait training +
standard rehabilitation = 15

traumatic spinal cord
injury, Turkish Journal
of Physical Medicine
and Rehabilitation, 66,
54-59, 2020

Ref Id
1286240

Countrylies where

the study was carried

out
Turkey

Study type
RCT

Aim of the study

To investigate the
effectiveness of robot-
assisted gait training
plus standard care
compared to standard
care alone in males
following traumatic
SCI.

e Standard rehabilitation = 15

Characteristics

Age in years [Mean (SD)]:

¢ Robot-assisted gait training +
standard rehabilitation = 35.4
(12.1)

decreased respectively throughout sessions (3.0)

as per patient’s limits. Standard

rehabilitation as per the control group.

Control group: Conventional rehabilitation
sessions included range of motion
exercises, strengthening, balance training,
self-care ability and ground-walking training
for 5 weeks. No further details reported.

e Standard rehabilitation = 37.9 e Follow-up: Week 5; month 3.

(10.0)

Gender (M/F):

¢ Robot-assisted gait training +
standard rehabilitation = 15/0

e Standard rehabilitation = 15/0

Time since injury in months

[Median (IQR)]:

¢ Robot-assisted gait training +
standard rehabilitation = 5 (4-
30)

¢ Standard rehabilitation = 24
(17-44)

Injury cause:

¢ No significant
difference between
groups (p=0.991,
independent t-test)

At 5 weeks from
baseline (intervention
completion):

¢ Robot-assisted gait
training + standard
rehabilitation = 79.1
(4.6)

e Standard
rehabilitation = 76.2
(2.4)

¢ No significant
difference between
groups (p=0.579,
independent t-test)

At 3 months follow-up

(unclear if from baseline

or from intervention
completion):

Simply states block
randomised.

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? NI.
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PY —
Time since injury significantly
longer in control group
(median time 5 months versus
24 months). Additionally, level
of injury between the 2 groups
is visibly different and
approaching significance.
Risk-of-bias judgement:
Serious concerns.

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
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Study details

Study dates
September 2011 —
February 2013

Source of funding

No financial support.

Participants

¢ Robot-assisted gait training +
standard rehabilitation = all
traumatic

e Standard rehabilitation = all
traumatic

Level of injury (T12/L1-3):

¢ Robot-assisted gait training +
standard rehabilitation (n) =
6/9

e Standard rehabilitation (n) =
114

Level of injury (AIS C/AIS D):

¢ Robot-assisted gait training +
standard rehabilitation (n) =
6/9

e Standard rehabilitation (n) =
10/5

Inclusion criteria
Participants had to:

e Be aged =18 years
e Be male
e Have a traumatic SCI

e Have a time since injury of at
least 12 weeks

e Have a LEMS score 210

Exclusion criteria
e Cardiovascular disease
e Contractures and deformities

Interventions

Outcomes and
Results

¢ Robot-assisted gait
training + standard
rehabilitation = 85.6
(2.2)

e Standard
rehabilitation = 76.8
(2.4)

¢ Significantly higher

(better) in intervention

group (p=0.008,
independent t-test)

*In order to perform
statistical analysis,
standard errors were
converted into SD
using RevMan.

Comments

during the trial? PY — Not
possible to blind due to nature
of the intervention.

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial? N
- Physiotherapist carrying out
rehabilitation was blinded.

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? NI.
2.4.If Y/PY to 2.3: Were these
deviations likely to have
affected the outcome? NA.

2.5 If No/PN/NI to 2.4: Were
these deviations from intended
intervention balanced between
groups? NA.

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y — Intention to
treat.

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA.
Risk-of-bias judgement: Some
concerns.

Domain 3: Missing outcome
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Outcomes and

Study details Participants Interventions Results

of lower extremities
e Pressure ulcers

Comments

data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y —
No dropouts reported.

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA.

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA.
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA.

Risk-of-bias judgement: Low
risk.

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
inappropriate? N.

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN —
Measurements taken at the
same time points and using
same procedures.

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
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Study details Participants Interventions gutcomes g Comments
esults

Y — Physician was unblinded.
4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? PY.
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? PN — SCIM3 is a
structured, validated
measurement tool, and
assessor was a trained
professional.
Risk-of-bias judgement: Some
concerns.
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI.
Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...
5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN.
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Study details

Full citation
Migliorini, C., Sinclair,
A., Brown, D., Tonge,
B., New, P., A
randomised control
trial of an Internet-
based cognitive
behaviour treatment
for mood disorder in
adults with chronic
spinal cord injury,
Spinal Cord, 54, 695-
701, 2016

Ref Id
1022802

Countrylies where

Participants

Sample size

N= 59 (randomised)
¢ Intervention: 34
e Control: 25

N= 48 (analysed)
¢ Intervention: 23
e Control: 25

Characteristics

Age in years [Mean (SD)]:
o Intervention= 47.5 (12.2)
e Control=52.8 (12.9)

Gender (M/F):
e Intervention (N): 25/9
e Control (N): 17/8

the study was carried

out
Australia

Study type
RCT

Aim of the study

Time since injury in months
(Mean [SD]):
e Intervention: 11.4 (11.9)
e Control: 19.8 (14.0)

Level of injury (AIS grade
A/B/C): Not reported

Interventions

Interventions
o Intervention: ePACT, a weekly modular
skills and psycho-educational programme
based on cognitive behavioural therapy for
10 sessions (between 10 mins and 1 hour).
Work was assigned outside of class to
continue development and it was
recommended to have clinician support by
telephone and/or e-mail.
o Control: Waitlist control

Details
o Follow-up: at 10-12 weeks post-
intervention. Additional subset measured at
6 months post-intervention.

Outcomes and
Results

DASS-21: Depression
(mean; SD):

At intervention
completion (10-12
weeks from baseline):

¢ Psycho-educational

programme: 12.3
(12.2)

o Control (waitlist):
15.0 (10.8)

DASS-21: Anxiety
(mean; SD):

At intervention
completion (10-12
weeks from baseline):

e Psycho-educational
programme: 7.0 (7.9)
o Control (waitlist):
7.2 (8.2)

Comments

5.3 ... multiple analyses of the
data? PN.

Risk-of-bias judgement: Some
concerns.

Overall risk of bias
Risk-of-bias judgement High
risk.

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y - block
allocation (groups of 10)

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? PN
— 1:1 block randomisation
(groups of 10) changed to 3:2
(groups of 10) as study
progressed due to large drop
out in one arm

1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PY —
comparative analysis
performed. Some
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Study details

This RCT aimed to
compare a skills and
psycho-education
programme
intervention to waitlist
controls in adults after
spinal cord injury
(SCI).

Study dates
Recruitment: 15 month
period from 2012 to
2013

Source of funding
Supported by
beyondblue, Victorian
Centre of Excellence
2011 Research Grant.

Participants

Type of SCI (motor
complete/incomplete): Not
reported

Inclusion criteria
Participants had to:
e be aged between 18 and
70 years old
¢ have chronic (more than 6
months) SCI
e scored above normative
threshold on Depression,
Anxiety and Stress Scale-
Short Form
e be living in the community

Exclusion criteria
¢ Not reported. See inclusion
criteria above.

. Outcomes and
Interventions

Comments

discrepancies in time since
and level of injury.
Risk-of-bias judgement High
risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? Y — allocation
concealed from participants
until baseline interview
completed

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial?
PY — not possible to blind due
to nature of intervention

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? PN —
modular approach and strict
schedule to intervention.

2.4 1f Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA
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Outcomes and

Results Comments

Study details Participants Interventions
2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y - ITT analysis
2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk
Domain 3: Missing outcome
data
3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? No -
roughly 18.5% dropout.

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? No

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? PY —
documented several reasons
but not for all

3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? PY — all drop-out
occurred in intervention group,
some reasons due to
intervention itself

Risk-of-bias judgement High
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Study details Participants Interventions gutcomes 2l Comments
esults

risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? PN
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? PY — majority
self-reported (unblended
study), not mention of
professional study assessors
4.4 1f Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? y - self reported
measures used
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? PN
Risk-of-bias judgement Some
concerns
Domain 5: Risk of bias in
selection of the reported
result
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Study details

Full citation
Phillips, V. L.,
Vesmarovich, S.,
Hauber, R., Wiggers,
E., Egner, A,
Telehealth: reaching
out to newly injured
spinal cord patients,
Public health reports
(Washington, D.C. :
1974), 116 Suppl 1,

Participants

Sample size

N= 111 (randomised)
o Telephone: 36
¢ Video: 36
e Control: 39

N= 111 (analysed)
o Telephone: 36
o Video: 36
e Control: 39

Interventions

Interventions
o Telephone intervention group: standard
care plus participants took part in individual
educational rehabilitation sessions (average
30-40 minutes) with a study nurse. Session
were once a week for 5 weeks, then
once every 2 weeks for 1 month, for a total
of 9 weeks. Sessions consisted of
structured review of skin care, nutrition,
bowel and bladder routines, psychosocial
issues and discussion of equipment needs.

Outcomes and
Results

CES-D (mean; SD):

At 12 months follow-up:
e Telephone
intervention: 9.0 (8.8)
¢ Video intervention:
17.0 (14.0)

e Control (standard
care): 8.0 (7.8)

QWBS (mean; SD):

Comments

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? NI

5.3 ... multiple analyses of the
data? NI

Risk-of-bias judgement Some
concerns

Overall risk of bias
Risk-of-bias judgement High
risk

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? NI —
simply described as random
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Study details Participants

94-102, 2001 Characteristics

Age in years [Mean (SD)]:
Ref Id e Telephone = 37 (13.1)
1078041 e Video = 35 (10.8)

e Control = 33 (11.2)
Countrylies where

the study was carried Gender (M/F):

out e Telephone (N)= 26/10

USA ¢ Video (N)=27/9
Control (N)= 32/7

Study type  Control (N)

RCT

Time since injury (months): Not

. reported
Aim of the study

This RCT aimed to
compare the
effectiveness of
video telehealth
sessions and
telephone telehealth
sessions on days of
hospitalisation,
depressive symptoms
and health-related
quality of life in adults
with spinal cord injury

Level of injury: Not reported
Type of SCI: Not reported

Inclusion criteria

Participants had to be:
e Aged 18 to 60 years old
¢ Newly acquired spinal cord
injury

Exclusion criteria
o Concomitant diagnosis of a

(SCI). L

brain injury
Study dates ¢ Active substance abuse
Recruitment: until ¢ 'Mild' impairment of mobility
September 2000

Source of funding
The project was
funded by the Office of

Interventions

¢ Video intervention group: standard care
plus participants took part in individual
educational rehabilitation sessions (average
30-40 minutes) with a study nurse. Session
were once a week for 5 weeks, then

once every 2 weeks for 1 month, for a total
of 9 weeks. Content and structure of
education session was similar to that of
telephone intervention group, but
participant's also saw real time images of
the nurse.

e Standard care/control: routine care
offered by Shepherd Center, including
regular 2 month post-discharge

visit. Additional instructions for participants
to call the hospital helpline if and when they
need assistance prior to this visit.

Details

e Follow-up: 12-months (unclear whether is
end-of-intervention or from baseline)

Outcomes and
Results

At 12 months follow-up:
e Telephone
intervention: 0.54
(0.07)
¢ Video intervention:
0.53 (0.12)

e Control (standard
care): 0.48 (0.05)

Annual hospital days
(mean; SD):

At 12 months follow-up:
e Telephone
intervention: 5.2
(14.7)
¢ Video intervention:
3.0 (8.9)

e Control (standard
care): 8.0 (14.1)

Comments

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? NI
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? PN —
slight difference in discharge
Functional Indepence Measure
(FIM) in control group but not
statistical

Risk-of-bias judgement Some
concerns

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — not
possible to blind due to nature
of telemedicine intervention
2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the

trial? PY — not possible to blind
due to nature of telemedicine
intervention

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
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Outcomes and

Study details Participants Interventions R Comments

esults
Child Development, experimental context? No
Disability and Health, 2.4. 1f YIPY to 2.3: Were these
National Center from deviations from intended
Environmental Health, intervention balanced between
Centers for Disease groups? NA
Control and 2.5 If No/PN/NI to 2.4: Were
Prevention. these deviations likely to have

affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? PY

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? NI —
no flow diagram showing if any
loos to follow-up

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? PN — noted that ‘where
necessary, outcome variables
adjusted for duration of
enrolment’ but no information
on other adjustments for loss
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Study details Participants Interventions gutcomes s Comments
esults

to follow-up
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NI
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NI
Risk-of-bias judgement High
risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? No
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
PN — collected by trained
study interviewers not
associated with research
centre
4.4 If Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
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Study details Participants Interventions gutcomes g Comments
esults

outcome was influenced by
knowledge of intervention
received? NA
Risk-of-bias judgement Low
risk
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI — appears to
be rolling enrolment so
unaware of at which point
analyses were finalised.
Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...
5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN
5.3 ... multiple analyses of the
data? N
Risk-of-bias judgement Low
risk
Overall risk of bias
Risk-of-bias judgement High
risk
Other information
None.
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Outcomes and

Study details Results

Participants Interventions Comments

Interventions
o Intervention group: received 1 hour of

Full citation
Popovic, Milos R.,
Kapadia, Naaz,
Zivanovic, Vera,
Furlan, Julio C.,
Craven, B. Cathy,
McGillivray, Colleen,
Functional electrical
stimulation therapy of
voluntary grasping
versus only
conventional
rehabilitation for
patients with subacute Characteristics

incomplet_e tetra_plggia: Age in years [Mean (SEM)]:
a randomized clinical -y nteryention= 43.2 (5.45)

trial, _
Neurorehabilitation 0 (Gl A4 (02

and Neural Repair, 25, Gender (M/F):

Sample size

N= 24 (randomised)
e Intervention: 11
e Control: 13

SCIM Upper extremity  Limitations

subscore (mean): Quality assessment: Risk of
conventional occupational therapy (COT) bias assessed using revised
plus 1 hour of functional electrical After intervention Cochrane risk of bias tool
stimulation (FES) every weekday, totalling completion (8 weeks (RoB 2)

10 hours every week for 8 weeks. from baseline): Domain 1: Risk of bias

e Control group: received 2 hours of e COT+FES: 121 arising from the

COT every weekday, totalling 10 hours e Control (COT): 6.4 randomization process
every week for 8 weeks. 1.1 Was the allocation

e FES included individualised stimulation ~ FIM Self-care sub-score sequence random? Y
protocols for each subject, designed to (mean): 1.2 Was the allocation
generate power (circular grip and lateral sequence concealed until
pinch) and precision (opposition with 2 and  After intervention participants were enrolled and
3 fingers) grasps on demand. These completion (8 weeks ~ assigned to interventions? Y
protocols were developed for use on a from baseline): 1.3 Did baseline differences
transcutaneous stimulator. Participants e COT+FES: 12.1 between intervention groups
were encouraged to complete the « Control (COT): 6.4 suggest a problem with the
movements voluntarily before the command randomization process? PN —
for activating the stimulation sequence was NB_ variability i.e. SD, C2USe of SCI un-even between

N= 21 (analysed)
¢ Intervention: 9
e Control: 12

N= 5 (6 month follow-up)
¢ Intervention: 4
e Control: 1

433-42, 2011 : . - issued with a push button with the therapist. two groups but

: Icr;(t)erz:;\;slr](t;\?; g;g 8/2; FES was not used for muscle strengthening SE or SEM not reported only characteristic that is
RefId ' but was used to retrain the neuromuscular Risk-of-bias judgement Low
1026890 risk

Countrylies where
the study was carried
out

Canada

Study type
RCT

Aim of the study
This RCT aimed to
compare the efficacy

Time since injury in days
[Mean (SEM)]:
e Intervention: 69.9 (14.11)
e Control: 58.33 (6.55)

Level of injury (AlIS Grade
B/C/D):
o Intervention (N): 4/5/1
e Control (N): 4/8/0

Type of SCI: Not reported but
protocol states incomplete SCI
as inclusion criteria.

system to execute previously known tasks.
Number of repetitions was determined
based on the subject's strength and
endurance. Stimulation parameters were
balanced, biphasic current regulated
electrical pulses.

e Convention occupational therapy (COT)
which includes: muscle facilitation exercises
emphasizing the neurodevelopment
treatment approach task-specific, repetitive
functional training strengthening and motor
control training using resistance stretching
exercises electro-muscular stimulation (not

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — not
possible to blind due to nature
of FES intervention

2.2. Were carers and people
delivering the interventions
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Study details

of 40 hours of FET
plus conventional
occupational therapy
with conventional
occupational therapy
alone to improve
grasping in adults
with spinal cord injury
(SCI).

Study dates
Recruitment: Not
reported

Source of funding
The project was
funded by The
Physicians' Services
Incorporated
Foundation,
Christopher and Dana
Reeve Foundation, the
Toronto Rehabilitation
Institute and Ontario
Ministry of Health and
Long Term Care.

Participants

Inclusion criteria
Participants had to:

o Age 18 years old or above
e Sustained a traumatic and
incomplete SCI (level of C4-
C7, AIS grade B, C or D)

¢ SCI occurred less than 6
months prior to baseline
assessment

¢ Unable to grasp and
manipulate various objects
(unilaterally or bilaterally), in
order to independently
perform activities of daily
living

Exclusion criteria

¢ Contraindications for FES
(to include cardiac
pacemaker, skin lesions and
rashes and potential
electrode sites)

¢ Individuals with
cardiovascular conditions
requiring medication (to
include uncontrolled
hypertension and autonomic
dysreflexia)

e Individuals with denervated
muscles i.e damage to
nerves supplying the muscle
of interest

Interventions

FES or FET) for muscle strengthening
practice of activities of daily living caregiver
training

Details
o Follow-up: end-of-intervention (at 8
weeks)

Outcomes and
Results

Comments

aware of participants' assigned
intervention during the

trial? PY — not possible to blind
due to nature of FES
intervention

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? No —
‘subjects in the control and
intervention arms of the study
received equal amount of
therapy and attention’

2.4.If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk

Domain 3: Missing outcome
data
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Study details

Participants

Interventions

Outcomes and
Results

Comments

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? No —
authors did not analyse 6
month data due to high loss to
follow-up

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NI

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NI
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NI

Risk-of-bias judgement High
risk

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
inappropriate? No

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? No - outcome
assessors blinded to
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Outcomes and

Results Comments

Study details Participants Interventions
intervention and allocation
4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA
Risk-of-bias judgement Low
risk
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI — planned to
analyse up to 6 months but
large loss to follow-up so
discounted this. Unsure when
analysis plan was finalised.

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN
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Study details Participants Interventions gutcomes g Comments
esults

5.3 ... multiple analyses of the
data? PY — 6 month data Not
reported due to high loss to
follow-up
Risk-of-bias judgement High
risk
Overall risk of bias
Risk-of-bias judgement High

risk
Other information
None.
Full citation Sample size Interventions SCIM3 [Mean (SD)] Limitations
Rahimi, M., Torkaman, N =10 (randomised) e Intervention group: Weight-bearing exercise Quality assessment: Risk of
G., Ghabaee, M., e Weight-bearing exercise + + FES. Advanced weight-bearing mat At baseline: bias assessed using revised
Sgasem-dZad('ehr,]tA., FES =5 e).(ercises perfprmed .as per Contrq| group, o Weight-bearing CROCgrzane risk of bias tool
A el v;/e|g 3 « Weight-bearing exercise only ~ With FES applied during the exercises to the  exercise + FES = 64.8 53 0 _) 1: Risk of bi
e quadriceps and gastrocnemius muscles (5.8) Sl 1 i el
combined with - simultaneously on both sides of the body. , \weight-bearin arising from the
functional electrical N = 10 (analysed) FES used a 733X electrical stimulation, with exergcl:ise onl 963 0 randomization process
tsr:?:tl)?lﬂono? Rl Weight-bearing exercise + 2D EEEEEIIED eB Lot Wil =200 o g ’ | ;; l\j\éiscéhrear?ggfr?’y?\lr: —~
Y FES = 5 us; frequency = 40 Hz; on/off cycle = 5/10 =q ‘
wheelchair-dependent secs. o e Simply states block
people with spinal cord e Weight-bearing exercise only  Waeiaht-haar : t 24 weeks from randomisation.
injury to transfer and =5 * I\C/IZ\?Z%?(C?SZ@ : gyeﬁg:érﬁeignl?nﬁggfje' baseline (intervention 1.2 Was the allocation
attain independence in reaching (participgnts as%umed position completion): sequence concealed until
activities of daily living: Characteristics e Weight-bearing participants were enrolled and

: kneeling on all 4s, and reached forward with . : : :
a randomized Age in years [Mean (SD)]: P agt a time while remaining balanced) exercise + FES = 68.6 assigned to interventions? Y —

controlled trial, Spinal o \Weight- i : ; o (3.4) Performed by independent
ght-bearing exercise + and tall-kneeling (participants assumed . )
Cord, 58, 78-85, 2020 FEg =35 (5.7) quadruped or side-seating position and e Weight-bearing professional and using sealed,

Ref Id « Weight-bearing exercise only ~ used a wall ladder to pull themselves intoa ~ €xercise only = 65.4 gﬁsgl?ne :Snd stapled
1195924 = 37 (4.5) tall-kneeling position) sessions were (8.7) 13 Didpb <eline differen
performed 3 x per week for 24 weeks ¢ No significant bétween ?nstzw:ntior? groclﬁ)ss
. Gender (M/F): (totalling 72 sessions). During initial 2 difference between 2 .
B weeks, each exercise was held for 5 mins. groups (statistical suggest a problem with the

the study was carried * Weight-bearing exercise + randomization process? PN —

This time was increased by 2 mins (4 mins information not
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Study details

out
Iran

Study type
RCT

Aim of the study

To investigate the
effectiveness of
advanced weight-
bearing exercises with
FES compared to
advanced weight-
bearing exercises
without FES on levels
of independence in
wheelchair-dependent
individuals following
SCI.

Study dates
October 2016 - August
2017

Source of funding
This study received
funding from the
Medical Science
Faculty of Tarbiat
Modares University,
Tehran.

Participants Interventions
FES = 0/5 total) every 2 weeks, for a maximum of 27
« Weight-bearing exercise only ~ Mins each by intervention completion.
=1/4 Participants also performed a 5 min warm-

up before weight-bearing exercise.
Time since injury in years e Follow-up: 24 weeks.
[Mean (SD)]:
¢ Weight-bearing exercise +
FES = 14 (7.0)
¢ Weight-bearing exercise only
=13 (5.7)

Injury cause:

o Weight-bearing exercise +
FES = all traumatic

¢ Weight-bearing exercise only
= all traumatic

Level of injury:
e Intervention (N) =all AIS A
e Control (N) = all AIS A

Inclusion criteria
Participants had to:

e Be aged between 25-45
years

e Have a traumatic SCI

e Have a time since injury of =
1 year

e Have paraplegia with AIS
score A or B

¢ No voluntary movement of
lower limbs

Outcomes and
Results

reported)

Comments

No statistical analysis
presented but there is no
mention of baseline
imbalances and baseline
characteristics appear visually
similar.

Risk-of-bias judgement: Low
risk.

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — Blinding
not possible due to nature of
intervention.

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the trial?
PY — Blinding not possible due
to nature of intervention.
2.3.If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? NI.

2.4 1f Y/PY to 2.3: Were these
deviations likely to have
affected the outcome? NA.

2.5 If No/PN/NI to 2.4: Were
these deviations from intended
intervention balanced between
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Study details Participants Interventions TEDTES EE Comments
Results

e Have quadriceps and
gastrocnemius muscles that
respond to FES with visible
muscle contractions

e Have a sufficient range of
motion in lower limb joints to
carry out weight-bearing
exercises

e Be medically stable

e Have not had regular
physiotherapy sessions in the
last 6 months

Exclusion criteria
¢ Unwillingness to participate

e Complications including
fractures, infections and/or
pregnancy

groups? NA.

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y — Intention to
treat.

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA.
Risk-of-bias judgement: Some
concerns.

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y —
No reported drop outs.

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA.

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA.
3.4 If Y/PY/INI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA.

Risk-of-bias judgement: Low
risk.

Domain 4: Risk of bias in
measurement of the
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Study details Participants Interventions gutcomes 2l Comments
esults

outcome
4.1 Was the method of
measuring the outcome
inappropriate? N.
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN.
Measurements at same time
points and following same
procdeures.
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
N — Blinded physiotherapist
carried out assessments.
4.4 1f Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? NA.
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA.
Risk-of-bias judgement: Low
risk.
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
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esults

specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI.
Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...
5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN.
5.3 ... multiple analyses of the
data? PN.
Risk-of-bias judgement: Some
concerns.
Overall risk of bias
Risk-of-bias judgement
Some concerns.

Other information

This study had a total of 3
arms and 16 participants:
weight-bearing with FES
(n=5), weight-bearing without
FES (n=5) and a control group
(n=6). However, the control
group received no treatment
and therefore does not fit the
review PICO. As such, data
related to this arm has not
been extracted.

Full citation Sample size Interventions SCIM3 Mobility Limitations
Shin, Ji Cheol, Kim, Ji N= 53 (randomised) e Intervention group: People in the (median, IQR): Quality assessment: Risk of
Yong, Park, Han Kyul, e Intervention: 27 intervention group received robotic-assisted bias assessed using revised
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Study details

Kim, Na Young, Effect
of robotic-assisted gait
training in patients with
incomplete spinal cord
injury, Annals of

rehabilitation medicine,
38, 719-25, 2014

Ref Id
1023716

Countrylies where
the study was carried
out

Korea

Study type
RCT

Aim of the study
This RCT aimed to
compare the
effectiveness of
robotic-assisted gait
training (RAGT) to
conventional
overground training to
provide adults

with spinal cord injury
(SCI) with improved
ambulatory function.

Study dates
Recruitment: May
2012 to May 2014

Participants
e Control: 26

N=53 (analysed)
e Intervention: 27
e Control: 26

Characteristics

Age in years [Mean (SD)]:
e Intervention=43.2 (14.4)
e Control=48.2 (11.5)

Gender (M/F):
e Intervention (N): 20/7;
e Control (N): 14/12

Time since injury in months
[Mean (SD)]:
¢ Intervention: 3.33 (2.02)
e Control: 2.73 (1.97)

Level of injury (cervical/thoracic
and lumbar)=

o Intervention (N): 15/12

e Control (N): 16/10

Type of SCI (motor
complete/incomplete): all
participants have motor
incomplete SCI

Inclusion criteria

Participants had to:
e have a non-progressive
spinal cord lesion as a result
of traumatic or non-traumatic

Interventions

gait training with regular physiotherapy. The

Outcomes and
Results

After intervention

overall session time of robotic-assisted gait completion:

training treatment was 1-hour, including set-
up time. The actual training time was 40

minutes

e Control group: The control group
underwent regular physiotherapy twice a
day and 5 times a week using Bobath

principles.

e Standard care: All subjects were allowed
to participate in other treatments, such as

occupational therapy or FES

Details

e Follow-up: end of intervention

* Robotic-assisted
gait training: 10 (0 to
26)

e Control (standard
physiotherapy): 9 (0
to 33)

Comments

Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? NI: No
details were reported in the
article

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? NI:
No details were reported in the
article

1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? No
Risk-of-bias judgement. Some
concerns

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? NI: No
information were reported in
the article

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the
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Study details

Source of funding
Not reported (No
potential conflict of
interest relevant to this
article was reported)

Participants

causes
¢ have onset less than 6
months

¢ be classified as AlS grade
D upon entrty

e 20 to 65 years old

Exclusion criteria
¢ patients with pressure
ulcers
¢ severe limitation of range of
motion of the hips and knee
joints
® severe
cognitive impairment
¢ patients with pulmonary or
heart disease requiring
monitoring during exercise
e people with lower motor
neuron lesion, such as cauda
equina injury
e previously experienced the
intervention

Interventions

Outcomes and
Results

Comments

trial? NI: No information were
reported in the article

2.3. If Y/PYINI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? No

2.4. If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement. Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
(for all outcomes)

3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
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Study details Participants Interventions gutcomes 2l Comments
esults

data? NA
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA
Risk-of-bias judgement: Low
risk
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? PY: the
assessment tools were
reported to be
likely inappropriate
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study participants?
NI: No details were reported in
the article
4.4 1f Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? PN
4.5 If Y/IPY/INI to 4.4: Is it likely
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Full citation

Shuai, L., Yu, G. H,,
Feng, Z., Wang, W. S.,
Sun, W. M., Zhou, L.,
Yan, Y., Application of
a paraplegic gait

Participants

Sample size

N= 36 (randomised)
¢ Intervention: 18
e Control: 18

N= 36 (analysed)

Interventions

Interventions

o Intervention group: The same

rehabilitation training as the control group
plus individualised paraplegic gait orthosis
(including reciprocating gait orthosis,
Walkabout, bilateral hip-knee ankle foot

Outcomes and
Results

ADL (mean; SD):

At 3 months follow-up
(after intervention
completion):

¢ Training and

Comments

that assessment of the
outcome was influenced by
knowledge of intervention
received? NA

Risk-of-bias judgement: Some
concerns

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement:

low risk

Overall risk of bias
Risk-of-bias judgement High
risk

Other information

None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
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Study details Participants
orthosis in
thoracolumbar spinal
cord injury, Neural

e Intervention: 18
e Control: 18

Regeneration Characteristics

Research, 11, 1997-  Age in years [Mean (SD)]:

2003, 2016 e Intervention= 33.9 (11.1)
e Control= 37.3 (10.2)

Ref Id

1023724

Gender (M/F):
e Intervention (n): 13/5;

Countrylies where e Control (n): 11/7

the study was carried

ou? Time since injury (reported as

China course of disease) in days
[Mean (SD)]:

gtggy type « Intervention: 25.00 (4.52)

e Control: 23.00 (6.29)

Aim of the study

This RCT aimed to
compare the
effectiveness of an
individualised
paraplegic gait
orthosis plus functional
rehabilitation (including
FES) to functional
rehabilitation (including
FES) only for
improving locomotion
in adults with spinal
cord injury (SCI).

Level of injury (AIS grade
A/B/C/D)=
e Intervention (N): 9/4/3/2
e Control (N): 8/6/4/0

Type of SCI
(1.complete/incomplete; 2.
acute/chronic) Not reported

Inclusion criteria
Participants had to:
¢ Aged between 16 and 70
years old
e Have thoracic or lumbar
SCI (below T4, not ASIA

Study dates P
Classification Grade E)

Recruitment: January

¢ Have illness longer than 30

Interventions

orthosis, bilateral knee-ankle foot orthosis,
unilateral knee-ankle foot orthosis, and an
ankle foot orthosis), which was based on
the level of SCI and the desired
rehabilitation targets. Training included
brace wearing and removal, standing
balance function, conversion of gravity
centre and ambulation. Training was
performed twice a day, 30-40 mins each,
with a therapist gradually moving the
participants towards independence
throughout the study period.

e Control group: The following rehabilitation
training was given to each participants, for
3-4 hours a day.

¢ Maintenance of joint range of motion for
20-30 minutes daily - joints above SCI level
were exercised by participant and below
SCI were passively exercised by trained
therapist. Particular emphasis was placed
on passive hip extension exercises.

¢ Residual muscle strength training -
treatment modes transitioned from
therapist-assisted strength training to
progressive resistance strength training.

o Standing training for 40 minutes twice a
day - initially assisted by an electric tilt table
with a gradual transition to parallel bar-
assisted standing training.

¢ Balance training - gradual transition from
the sitting position to erect position, as well
as from static balance to dynamic balance.
e FES for a 20 minutes per session -
applied to key muscles below the SCI level.
15 sessions consisted of a treatment

Outcomes and
Results

orthosis: 63.62
(32.33)

e Control (training):
29.98 (28.33)

Comments

arising from the
randomization process

1.1 Was the allocation
sequence random? NI - simply
described as randomised

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? NI
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? No
Risk-of-bias judgement Some
concerns

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — not
possible to blind due to nature
of intervention

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the

trial? PY — not possible to blind
due to nature of intervention
2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
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Outcomes and

Study details Participants Interventions R Comments
esults
2008 to December days duration course. 2 weeks rest followed a treatment experimental context? PN —
2015 course before the next treatment course differences in othosis
Exclusion criteria was started. depending on level of SCI and

Source of funding e Cognitive disorder rehab targets but same time
Not reported e Cancer Details spent with trained

e Serious organ function o Follow-up: at 3-month follow-up (from end professionals and nature of

damage of intervention) SCI means different orthosis

« Patients who did not will be required

consent 2.4 1f Y/PY to 2.3: Were these

deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages in spinal cord injury for adults DRAFT (July 2021)



DRAFT FOR CONSULTATION

Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs after traumatic injury

Study details

Participants

Interventions

Outcomes and
Results

Comments

data? NA

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA

Risk-of-bias judgement Low
risk

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
inappropriate? No — modified
Barthel Index

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? NI

4.4 1f Y/PY/INI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? PY — patient
reported outcomes and unsure
whether outcome assessors
are blinded

4.5 If Y/IPY/INI to 4.4: Is it likely

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages in spinal cord injury for adults DRAFT (July 2021)



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs after traumatic injury

Study details

Full citation

Participants

Sample size

Interventions

Interventions

Outcomes and
Results

SCIM (median, IQR):

Comments

that assessment of the
outcome was influenced by
knowledge of intervention
received? PN — control was
rigorous rehabilitation training
Risk-of-bias judgement Some
concerns

Domain 5: Risk of bias in
selection of the reported
result

5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? PY

Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...

5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN

5.3 ... multiple analyses of the
data? PN

Risk-of-bias judgement Low
risk

Overall risk of bias
Risk-of-bias judgement
Some concerns

Other information

None.

Limitations
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Study details

Wirz, M., Mac, H. O.,
Maier, D., Benito-
Penalva, J., Taylor, J.,
Esclarin, A., D. letz V,
Effectiveness of
Automated Locomotor
Training in Patients
with Acute Incomplete
Spinal Cord Injury: A
Randomized,
Controlled, Multicenter
Trial, Journal of
Neurotrauma, 34,
1891-1896, 2017

Ref Id
1024266

Countrylies where
the study was carried
out

Germany, Spain,
Switzerland, and the
UK

Study type
RCT

Aim of the study
This RCT aimed to
compare the
effectiveness of
prolonged Lokomat
training

(enhanced robotic

Participants

N= 21 (randomised)
¢ Intervention: 11
e Control: 10

N=18 (analysed)
¢ Intervention: 9
e Control: 9

Characteristics

Age in years [Mean (SD)]:
e Intervention=35.6 (13.8)
e Control= 34.3 (16.0)

Gender (M/F):
e Intervention (N): 1/8
e Control (N): 8/1

Time since injury (months):
Not reported

Level of injury (tetraplegic/AlS
grade B or C, ii.paraplegic/ AlIS
grade Bor C) =

e Intervention: i. 1/6; ii. 2/0

e Control: i. 4/2; ii. 2/1

Type of SCI: All sujects were
people with acute incomplete
SCI

Inclusion criteria
Participants had to be:
e between 18 and 60 years
old
e acute traumatic etiology of

Interventions

e Patients of both groups performed 3-5

Outcomes and
Results

days of training per week of robotic assisted After intervention

locomotor training (lasting 8 weeks). The
robotic device was the Lokomat. In order

to ensure that the training was similar in the
participating centers, a written guideline
was developed and oral instructions were
conducted.

o Intervention group: The walking time per
training was set at a minimum of 50 min.

e Control group: The walking time per
training was kept at a maximum of 25 min.

Details
e Follow-up: end of the intervention (8
weeks from baseline)

completion (8 weeks
from baseline):
e Intervention: 20.0 (9
to 38)
e Control: 10.0 (2 to
39)

Comments

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? Y

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? Y
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization

process? PY: Whereas the
distribution of age, sex, and
neurological level of injury
were about equal, there was a
difference in scores
according to the AIS
classifications but this was not
statistically significant
Risk-of-bias judgement: High
risk

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? NI: No
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Study details

assisted locomotor
training) and shorter
Lokomat treaing
(reduced robotic
assisted locomotor
training), to provide
adults with spinal cord
injury (SCI) with better
locomotor function
during rehanilitation.

Study dates
Recruitment: unclear
(Study's protocol
published in

2011: NCT01147185)

Source of funding
Not reported (The
authors declare that
they have no
competing interests)

Participants

SCI (i.e., early post-injury)

¢ AIS grade of B or C upon
entry

o Motor level lesion between
C4 and T12

o limited walking ability
(Walking Index for

Spinal Cord Injury (WISCI II)
<=5)

¢ study inclusion within 60
days post-trauma

¢ able to follow the study
intervention and assessment
procedures

Exclusion criteria

¢ anthropometrics exceeding
the possible range of the
Lokomat (i.e. body weight
>130 kg, body height >200
cm, or difference in leg length
>2 cm);

e concomitant injuries or pre-
existing medical conditions
interfering with the study
procedures (including but not
limited to osteoporosis, lower
extremity fractures, traumatic
brain injury, chronic pain and
cardiopulmonary disease).

e patients who already
participated in another
rehabilitation or
pharmacological study.

Interventions

Outcomes and
Results

Comments

information were reported in
the article

2.2. Were carers and people
delivering the interventions
aware of participants' assigned
intervention during the

trial? NI: No information were
reported in the article

2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? No

2.4, If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement: Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
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Study details Participants Interventions gutcomes g Comments
esults

available for all, or nearly all,
participants randomized? PY
(for all outcomes): Follow-
up assessments 6 months
after training were planned in
the design of the original
studies, but not included in the
analyses.
3.2 If No/PN/NI to 3.1: Is there
evidence that the result was
not biased by missing outcome
data? NA
3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/PY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? PN
Risk-of-bias judgement: Some
concerns
Domain 4: Risk of bias in
measurement of the
outcome
4.1 Was the method of
measuring the outcome
inappropriate? No
4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN
4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
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Study details Participants Interventions gutcomes g Comments
esults

participants? NI: No
information were reported in
the article
4.4 If Y/PYINI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? No
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? NA
Risk-of-bias judgement: Some
concerns
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? NI
5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN
5.3 ... multiple analyses of the
data? PN
Risk-of-bias
Jjudgement: low risk
Overall risk of bias
Risk-of-bias judgement
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Study details

Full citation

Yan, Xu, Lan, Jie, Liu,
Yancheng, Miao, Jun,
Efficacy and Safety of
Botulinum Toxin Type
A in Spasticity Caused
by Spinal Cord Injury:
A Randomized,
Controlled Trial,
Medical science
monitor : international
medical journal of
experimental and
clinical research, 24,
8160-8171, 2018

Ref Id
1024326

Countrylies where
the study was carried
out

China

Study type
RCT

Aim of the study
This RCT aimed to
compare the
effectiveness and
safety of Baclofen and

Participants

Sample size
N= 336 (randomised)
e Baclofen: 112
e Botulinum toxin type A:
112
e Control: 112

N= 336 (analysed)
e Baclofen: 112
e Botulinum toxin type A:
112
e Control: 112

Characteristics

Age in years [Mean (SD)]:
e Baclofen: 36.55 (3.42)
¢ Botulinum toxin type A=
36.95 (7.12)
e Control= 35.47 (2.21)

Gender (M/F):
e Baclofen (N): 40/72
o Botulinum toxin type A (N)=
36/76
e Control (N)= 30/82

Time since injury (reported as
duration of iliness) in days
[Mean (SD)]:
e Baclofen: 211.45 (25.47)
¢ Botulinum toxin type A=

Interventions

Interventions
e Baclofen: physical therapy plus schedule
of Baclofen use. Participants received 5 mg
of Baclofen 3 times a day in week 1, 10 mg
Baclofen 3 times a day in week 2, 15 mg
Baclofen 3 times a day in week 3 and 20
mg Baclofen 3 times a day in week 4.
o Botulinum toxin type A: physical therapy
plus local intramuscular injection of 500 U
of botulinum toxin type A.
e Control group: physical therapy sessions
for 6 weeks. Sessions included locomotor
training (e.g. body weight supported
treadmill training, stepping practice, walking
practice) and intensive task-specific motor
training (e.g. walking, sit-to-stand transfer,
standing) for rehabilitation.

Details
¢ Follow-up: 6 weeks (from baseline: the
start of the intervention)

Outcomes and
Results

Barthel Functional
Outcomes Score
(mean; SD):

6 weeks follow-up from
baseline:
e Baclofen: 48.52
(11.45)
¢ Botulinum toxin type
A: 48.11 (10.54)
e Control (physical
therapy): 44.51 (9.11)

Comments

High risk
Other information
None.

Limitations

Quality assessment: Risk of
bias assessed using revised
Cochrane risk of bias tool
(RoB 2)

Domain 1: Risk of bias
arising from the
randomization process

1.1 Was the allocation
sequence random? NI - simply
described as randomised

1.2 Was the allocation
sequence concealed until
participants were enrolled and
assigned to interventions? NI
1.3 Did baseline differences
between intervention groups
suggest a problem with the
randomization process? No
Risk-of-bias judgement Some
concerns

Domain 2: Risk of bias due
to deviations from the
intended interventions
(effect of assignment to
intervention)

2.1. Were participants aware
of their assigned intervention
during the trial? PY — not
possible to blind due to nature
of intervention

2.2. Were carers and people
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Outcomes and

Results Comments

Study details Participants Interventions

Botulinum toxin type A, 207.45 (20.49)

to improve spasticity e Control= 205.98 (16.45)
in adults with spinal

cord injury (SCI). Level of injury: Not reported

Study dates Type of SCI: Not reported

Recruitment: Decembe

r 2012 to March 2017  Inclusion criteria
Participants had to:

Source of funding ¢ Be aged 18 years old and
The project was above

funded by the National o Have signed informed
Natural Science consent form

Foundation of China. e Have hip adductors muscle

and medial hamstring muscle
spasticity or chronic spastic
hypertonia in the lower limbs
(history of 6 months or more)
e Have modified Ashworth
scale score < 2

o Have modified Medical
Research Council score < 2
o Have Barthel Index
functional outcomes score <
50

Exclusion criteria
¢ Orthopaedic fracture
e Concomitant neurological
disease
¢ Pregnant women or those
breastfeeding
e Patients who had not been
tested for sensitivity to
botulinum toxin type A

delivering the interventions
aware of participants' assigned
intervention during the

trial? PY — not possible to blind
due to nature of intervention
2.3. If Y/PY/NI to 2.1 or 2.2:
Were there deviations from the
intended intervention that
arose because of the
experimental context? PN

2.4. If Y/PY to 2.3: Were these
deviations from intended
intervention balanced between
groups? NA

2.5 If No/PN/NI to 2.4: Were
these deviations likely to have
affected the outcome? NA

2.6 Was an appropriate
analysis used to estimate the
effect of assignment to
intervention? Y

2.7 If No/PN/NI to 2.6: Was
there potential for a substantial
impact (on the result) of the
failure to analyse participants
in the group to which they
were randomized? NA
Risk-of-bias judgement Low
risk

Domain 3: Missing outcome
data

3.1 Were data for this outcome
available for all, or nearly all,
participants randomized? Y
3.2 If No/PN/NI to 3.1: Is there
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Study details Participants

injection

o Patients taking spasticity-
modifying drugs and loss of
locomotion other than
spasticity

Interventions

Outcomes and
Results

Comments

evidence that the result was
not biased by missing outcome
data? NA

3.3 If No/PN to 3.2: Could
missingness in the outcome
depend on its true value? NA
3.4 If Y/IPY/NI to 3.3: Is it likely
that missingness in the
outcome depended on its true
value? NA

Risk-of-bias judgement: Low
risk

Domain 4: Risk of bias in
measurement of the
outcome

4.1 Was the method of
measuring the outcome
inappropriate? No — Barthel
Index

4.2 Could measurement or
ascertainment of the outcome
have differed between
intervention groups? PN

4.3 If No/PN/NI to 4.1 and 4.2:
Were outcome assessors
aware of the intervention
received by study
participants? NI

4.4 1f Y/PY/NI to 4.3: Could
assessment of the outcome
have been influenced by
knowledge of intervention
received? PY — patient
reported outcomes and unsure
whether outcome assessors
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Study details Participants Interventions gutcomes g Comments
esults

are blinded
4.5 If Y/IPYINI to 4.4: Is it likely
that assessment of the
outcome was influenced by
knowledge of intervention
received? PN — very good
inter-rate reliability recorded
between results
Risk-of-bias judgement Some
concerns
Domain 5: Risk of bias in
selection of the reported
result
5.1 Were the data that
produced this result analysed
in accordance with a pre-
specified analysis plan that
was finalized before unblinded
outcome data were available
for analysis? PY
Is the numerical result being
assessed likely to have been
selected, on the basis of the
results, from...
5.2. ... multiple outcome
measurements (e.g. scales,
definitions, time points) within
the outcome domain? PN —
multiple measures but reports
for all
5.3 ... multiple analyses of the
data? PN — mentions that
results were evaluated twice
but only to determine reliability
Risk-of-bias judgement Low
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Outcomes and

Study details Participants Interventions Results

Comments

risk

Overall risk of bias
Risk-of-bias judgement
Some concerns

Other information

None.

ADL: Activities of daily living; AIS: American Spinal Injury Association impairment scale; AQoL: Assessment of quality of life (version); BWS: Body weight support; CBT(-PMP):
Cognitive behavioural therapy (pain management programme); CESD: Center for Epidemiologic Studies depression scale; Cl: Confidence interval; COPM: Canadian Occupational
Performance Measure; COT: Conventional occupational therapy; CPAQ: Chronic pain acceptance questionnaire; DASS-21: Depression, anxiety, stress scale (21 items); ES:
Electrical stimulation; F: Female; FES: Functional electrical stiumulation; FET: Functional electrical therapy; HADS: Hospital anxiety and depression scale; IADL: Lawton activities
of daily living scale; ISCI QoL: International spinal cord injury quality of life scale; ITT: Intention to treat; IQR: Interquartile range; M: Male; N: Number [or No if answering a risk of
bias checklist question); NA: Not applicable; NI: No information; PBC: Perceived behavioural control;, PHQ-9: Patient health questionnaire (9 item); PN: Probably not; PY: Probably
yes; QoL: Quality of life; RCT: Randomised controlled trial; RoB2: Revised Cochrane risk of bias tool; SAl: State-Trait anxiety inventory; SAWS: Satisfaction with abilities and
wellbeing scale; SCI: Spinal cord injury; SCIM: Spinal cord independence measure; SCL CSQ: Spinal cord lesion coping strategies questionnaire; SD: Standard deviation; SE:

Standard error; SEM; Standard error of the mean; SF-36: Short form (36 Items) health survey; SPIRE: Spinal cord injury pain Ireland; SWLS: Satisfaction with life scale; UAL:
Utrecht activities scale; WHOQOL: World Health Organization quality of life questionnaire

Clinical evidence tables for review question: C.3b For children and young people with complex rehabilitation needs after

traumatic injury that results in spinal cord injury, what specific rehabilitation programmes and packages are effective and
acceptable?

No evidence was identified which was applicable to this review question.
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Appendix E — Forest plots

Forest plots for review question: C.3a For adults with complex rehabilitation
needs after traumatic injury that involves spinal cord injury, what specific
rehabilitation programmes and packages are effective and acceptable?

No meta-analyses were performed as the interventions or outcomes were either not
sufficiently similar to allow them to be combined or they were not reported by more than one
study.

Forest plots for review question: C.3b For children and young people with
complex rehabilitation needs after traumatic injury that results in spinal cord
injury, what specific rehabilitation programmes and packages are effective and
acceptable?

No evidence was identified which was applicable to this review question.
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Appendix F — GRADE tables

GRADE tables for review question: C.3a For adults with complex rehabilitation needs after traumatic injury that involves spinal
cord injury, what specific rehabilitation programmes and packages are effective and acceptable?

Table 7: Clinical evidence profile for telephone-based follow-up rehabilitation versus standard follow-up rehabilitation

1 randomise very no serious no serious  no serious  none 36 39 - MD 0.06 LOW CRITICAL
(Phillips  d trials serious inconsistency indirectness imprecision higher
2001) t (0.03 to
0.09
higher)
1 randomise very  no serious no serious  serious? none 36 39 - MD 2.8 VERY CRITICAL
(Phillips d trials serious inconsistency indirectness lower LOW
2001) { (9.33
lower to
3.73
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higher)

1 randomise very  no serious no serious  serious? none 36 39 - MD 1 VERY IMPORTAN
(Phillips d trials serious inconsistency indirectness higher LOW T
2001) { (2.74
lower to
4.74
higher)
ClI: Confidence interval, MD: Mean difference

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 Confidence intervals crosses 1 MID (for CES-D +/- 4.45; annual hospital days +/- 7.35)

Table 8: Clinical evidence profile for video-based follow-up rehabilitation versus standard follow-up rehabilitation

1 randomise very  no serious no serious  no serious  none 36 39 - MD 0.05 LOW CRITICAL
(Phillips  d trials serious' inconsistency indirectness imprecision higher (0.01
2001) to 0.09

higher)
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1 randomise very no serious no serious  serious? none 36 39 - MD 5 lower VERY LOW CRITICAL
(Phillips d trials serious! inconsistency indirectness (10.29 lower
2001) to 0.29

higher)
1 randomise very  no serious no serious  serious? none 36 39 - MD 9 higher VERY LOW IMPORTA
(Phillips d trials serious' inconsistency indirectness (3.84 to NT
2001) 14.16

higher)

ClI: Confidence interval, MD: Mean difference
1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 Confidence intervals crosses 1 MID (for CES-D +/- 4.65; annual hospital days +/- 7.05)

Table 9: Clinical evidence profile for telemedicine- rehabilitation versus standard care

1 (Dalloliorandomised  very no serious no serious very none 62 65 - MD 0.62 VERY IMPORTANT
2008) trials serious’ inconsistency indirectness serious?® lower (2.7 LOW

lower to

1.46

higher)
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1 (Dalloliorandomised  very no serious no serious no none 25 26 - MD 2.16 LOW IMPORTANT
2008) trials serious’ inconsistency indirectness serious lower
imprecisio (6.71
n lower to
2.39
higher)
1 (Dalloliorandomised  very no serious no serious no none 30 29 - MD 0 LOW IMPORTANT
2008) trials serious’ inconsistency indirectness serious higher
imprecisio (2.39
n lower to
2.39
higher)
1 (Dalloliorandomised  very no serious no serious  serious? none 7 10 - MD 5.9 VERY IMPORTANT
2008) trials serious’ inconsistency indirectness lower LOW
(18.24
lower to
6.44
higher)

ClI: Confidence interval; MD: Mean difference

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% ClI crosses 2 MID: (for SCIM - All sites +/- 0.5)

395% Cl crosses 1 MID: (for SCIM - Belgian site +/- 11.45)

Table 10: Clinical evidence profile for unsupported sitting training plus standard in-patient rehabilitation versus standard in-patient
therapy
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1 randomise very  no serious no serious  very serious? none 16 16 Median Median VERY CRITICAL
(Harvey d trials serious inconsistency indirectness (IQR): 7.5 (IQR): 7.5 LOW
2011) { (70t0 8.5 (7.0to

9.0)3

IQR: interquartile range

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Imprecision could not be assessed using MIDSs due to no reporting of SD and no published MIDs so was instead assessed using the sample size: The result was not
downgraded if n=2400, if n=399-200, the result was downgraded 1 level, and if n<200 the result was downgraded by 2 levels. Very serious risk of bias in the evidence contributing to
the outcomes as per RoB 2

3 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 0.5 higher (95% CI 0.5 lower to 1.5
higher)]

Table 11: Clinical evidence profile for comparison FES (repetitive grasping exercises using a neuro-prosthesis) plus standard care
versus standard care alone
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1 randomi very no serious no serious  serious? none 9 12 - MD 10.4 VERY IMPORTANT
(Popovic sed serious’ inconsistency indirectness higher (0.65 LOW
2011) trials to 20.15

higher)
1 randomi very no serious no serious  serious? none 9 12 - MD 6.1 VERY IMPORTANT
(Popovic sed serious’ inconsistency indirectness higher (1.51 LOW
2011) trials to 10.69

higher)

ClI: Confidence interval, MD: Mean difference
1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% Cl crosses 1 MID (for SCIM +/- 4.33; FIM +/- 2.59)

Table 12: Clinical evidence profile for comparison FES plus weight-bearing exercise versus weight-bearing exercise alone

1 random serious' no serious no serious very serious? none 5 5 - MD 3.2 VER IMPORTAN
(Rahi ised inconsistency  indirectness higher Y T
mi trials (4.99 LO
2020) lower to w
11.39
higher)

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% Cl crosses 2 MIDs (for SCIM3 +/- 4.8)
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Table 13: Clinical evidence profile for neurological electrical stimulation (NMES) plus progressive resistance training for leg strength
versus standard care

1 (Harvey randomise very  no serious no serious  very serious? none 10 10 Median Median VERY LOW CRITICAL
2010) d trials serious inconsistency indirectness (IQR): 6.3  (IQR): 5.6
t (5.3t07.8)° (5.4 t06.6)3

IQR: interquartile range

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Imprecision could not be assessed using MIDs due to no reporting of SD and no published MIDs so was instead assessed using the sample size: The result was not downgraded
if n=2400, if n=399-200, the result was downgraded 1 level, and if n<200 the result was downgraded by 2 levels. Very serious risk of bias in the evidence contributing to the
outcomes as per RoB 2

3 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 1.4 higher (95% CI 0.1 lower to 4.6
higher)]

Table 14: Clinical evidence profile for on-line based cognitive behavioural therapy (CBT) pain management programme versus standard
care
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1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 5.59 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (2.07
lower to
13.25 higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 3.68 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (2.85
lower to

10.21 higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 8.53 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.96

to 16.1

higher)
1 (Burke randomise serious no serious no serious no serious none 35 34 - MD 13.58 MODER  CRITICAL
2019) d trials { inconsistency indirectness imprecision higher (8.59  ATE

to 18.57

higher)
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1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 5.19 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (4.94
lower to
15.32 higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 7.68 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.16
lower to
15.52 higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 4.15 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (3.02
lower to

11.32 higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 4.98 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.02

to 9.94

higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 0.4 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.76
lower to 1.56
higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 0.69 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.55
lower to 1.93
higher)
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1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 1.08 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.01

to 2.15

higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 0.56 LOW CRITICAL
2019) d trials 2 inconsistency indirectness higher (0.67
lower to 1.79
higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 1.2 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.17

to 2.23

higher)

1(Burke randomise serious no serious no serious serious? none 35 34 - MD 1.43 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.22

to 2.64

higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 2.73 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (0.53

to 4.93

higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 2.43 LOW CRITICAL
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higher (0.45
to 4.41
higher)

2019) d trials { inconsistency indirectness

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 0.85 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (1.88
lower to 3.58
higher)

1 (Burke randomise serious no serious no serious serious? none 35 34 - MD 1.46 LOW CRITICAL
2019) d trials { inconsistency indirectness higher (1.45
lower to 4.37
higher)

ClI: Confidence interval, MD: Mean difference
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% ClI crosses 1 MID (for WHOQOL—Physical +/- 7.74; WHOQOL—Psychological +/- 7.96; WHOQOL—Social +/- 11.98; WHOQOL—Environmental +/- 8.47); ISCI QoL—

Wellbeing +/- 1.16; ISCI QoL—Physical +/- 1.24; ISCI QoL—Psychological +/- 1.19; CPAQ—Engagement +/- 2.88; CPAQ—Willingness +/- 2.88)

Table 15: Clinical evidence profile for on-line based cognitive behavioural therapy (CBT) versus waitlist control
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1 randomise very  no serious serious? serious® none 23 25 - MD 2.7 VERY IMPORTANT
(Migliorini d trials serious inconsistency lower (9.24 LOW
2016) { lower to

3.84 higher)
1 randomise very  no serious serious? very serious* none 23 25 - MD 0.2 VERY IMPORTANT
(Migliorini d trials serious inconsistency lower (4.76 LOW
2016) { lower to

4.36 higher)

ClI: Confidence interval, MD: Mean difference

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Population is indirect: mix of traumatic and non-traumatic patients (exact numbers were not reported)
395% ClI crosses 1 MID (for DASS21: Depression +/- 5.40)

4 95% Cl crosses 2 MID (for DASS21: Anxiety +/- 4.20)

Table 16: Clinical evidence profile for cognitive behavioural therapy (CBT) multi-disciplinary programme (including educational,
cognitive and behavioural components) versus waitlist control

1 randomise serious no serious serious? serious?® none 31 30 - MD 0.1 VERY IMPORTANT
(Heutink d trials { inconsistency lower LOW
2012) (1.86
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lower to
1.66
higher)
Changes in mood ~ anxiety: Hospital Anxiety and Depression Score (HADS; range 0-21; better indicated by lower values) - at 6 months from baseline
1 randomise serious no serious serious? serious?® none 31 30 - MD 0.3 VERY IMPORTANT
(Heutink d trials { inconsistency higher LOwW
2012) (1.51
lower to
2.11
higher)
1 randomise serious no serious serious? serious?® none 31 30 - MD 3.3 VERY IMPORTANT
(Heutink d trials { inconsistency lower LOW
2012) (13.72
lower to
712
higher)
1 randomise serious no serious serious? serious?® none 31 30 - MD 9.5 VERY IMPORTANT
(Heutink d trials { inconsistency lower LOW
2012) (18.75 to
0.25
lower)

ClI: Confidence interval; MD: Mean difference

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Population is indirect: mix of traumatic (N=34) and non-traumatic (N=17) patients
395% Cl crosses 1 MID (for HADS Anxiety Score +/- 1.75; UAL +/- 10.55)

Table 17: Clinical evidence profile for individualised counselling intervention delivered by telephone versus standard care
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1 randomise very  no serious serious? very serious* none 20 19 - MD 0.1 VERY CRITICAL
(Dorstyn d trials serious inconsistency lower LOW
2012) t (0.43
lower to
0.23
higher)
1 randomise very  no serious serious? very serious* none 20 19 - MD 0.05 VERY CRITICAL
(Dorstyn d trials serious inconsistency higher LOW
2012) { (0.33
lower to
0.43
higher)

1 randomise very  no serious serious? very serious* none 20 19 - MD 0.1  VERY CRITICAL
(Dorstyn d trials serious inconsistency higher LOW
2012) { (0.25
lower to
0.45
higher)
1 randomise very  no serious serious? serious? none 20 19 - MD 2.14 VERY IMPORTANT
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(Dorstyn d trials serious inconsistency higher LOW
2012) { (1.32
lower to
5.6 higher)

1 randomise very  no serious serious? serious® none 20 19 - MD 1.4 VERY IMPORTANT
(Dorstyn d trials serious inconsistency higher (2.9 LOW
2012) { lower to

5.7 higher)

1 randomise very  no serious serious? serious® none 20 19 - MD 1.38 VERY IMPORTANT
(Dorstyn d trials serious inconsistency higher LOW
2012) { (0.93
lower to
3.69
higher)

1 randomise very  no serious serious? serious® none 20 19 - MD 2.96 VERY IMPORTANT
(Dorstyn d trials serious inconsistency higher LOW
2012) { (0.38 to
5.54
higher)

1 randomise very  no serious serious? serious® none 20 19 - MD 1.84 VERY IMPORTANT
(Dorstyn d trials serious inconsistency higher LOW
2012) { (3.22
lower to
6.9 higher)

Rehabilitation after traumatic injury: evidence reviews for specific programmes and packages in spinal cord injury for adults DRAFT (July 2021)



DRAFT FOR CONSULTATION
Specific programmes and packages in spinal cord injury for people with complex rehabilitation needs after traumatic injury

1 randomise very  no serious serious? very serious* none 20 19 - MD 0.41 VERY IMPORTANT
(Dorstyn d trials serious inconsistency higher LOW
2012) { (4.97
lower to
5.79
higher)

Cl: Confidence interval; MD: Mean difference

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Population is indirect: mix of traumatic (N=22) and non-traumatic (N=17) patients

395% Cl crosses 1 MID (for DASS-21: Depression +/- 3.07; DASS-21: Anxiety +/- 1.77); DASS-21: Stress +/- 4.10)

4 95% ClI crosses 2 MID: (for SCL CSQ: Fighting spirit +/- 0.14; SCL CSQ Acceptance +/- 0.20; SCL CSQ Social reliance +/- 0.24; DASS-21: Stress +/- 4.10)

Table 18: Clinical evidence profile for self-effectiveness and coping interventions: educationally based group therapeutic programme
versus waitlist control

1 (Coker randomise serious no serious serious? serious® none 41 40 - MD 0.36 VERY IMPORTAN
2019) dtrials 7 inconsistency higher (1.96 LOW T
lower to 2.68
higher)
1 (Coker randomise serious no serious serious? serious? none 41 40 - MD 0.6 VERY [IMPORTAN
2019) dtrials 1 inconsistency higher (1.80 LOW T
lower to 3.00
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higher)
ClI: Confidence interval, MD: Mean difference
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 Population is indirect: mix of traumatic and non-traumatic patients (exact numbers were not reported)
395% Cl crosses 1 MID: (for PHQ-9 +/-2.53)

Table 19: Clinical evidence profile for self-effectiveness and coping interventions: coping effectiveness training (CET) versus supportive
group therapy (SGT)

1 randomise very  no serious no serious serious? none 16 17 - MD 1.7 VERY LOW IMPORTANT
(Duchnic d trials serious inconsistency indirectness lower (6.57
k 2009) { lower to

3.17 higher)

1 randomise very  no serious no serious very serious® none 16 17 - MD 2.8 VERY LOW IMPORTANT
(Duchnic d trials serious inconsistency indirectness lower (11.31
k 2009) { lower to
5.71 higher)
1 randomise very  no serious no serious serious? none 16 17 - MD 2.1 VERY LOW IMPORTANT
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(Duchnic d trials serious inconsistency indirectness lower (10.6
k 2009) { lower to 6.4
higher)
1 randomise very  no serious no serious serious? none 16 17 - MD 5.4 VERY LOW IMPORTANT
(Duchnic d trials serious inconsistency indirectness lower (16.43
k 2009) { lower to
5.63 higher)

CET: Coping effectiveness training; Cl: Confidence interval; MD: Mean difference; SGT: Supportive group therapy
1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (for CES-D +/- 5.35; SAl +/- 7.50)

395% ClI crosses 2 MIDs (for CES-D +/-5.35)

Table 20: Clinical evidence profile for self-effectiveness and coping interventions: implementation intention intervention versus no
treatment

1 randomise very  no serious serlous2 serious® none 19 18 - MD 0.97 VERY CRITICAL
(Latimer d trials serious inconsistency higher (0.23 LOW
2006) { lower to 2.17

higher)
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1 randomise very  no serious serious? serious® none 19 18 - MD 2.17 VERY CRITICAL
(Latimer d trials serious inconsistency higher (1.02 LOW
2006) { lower to 5.36

higher)
1 randomise very  no serious serious? serious® none 19 18 - MD 3.07 VERY CRITICAL
(Latimer d trials serious inconsistency higher (0.47 LOW
2006) { lower to 6.61

higher)
1 randomise very  no serious serious? serious® none 19 18 - MD 11.63 VERY CRITICAL
(Latimer d trials serious inconsistency higher (0.61 LOW
2006) { to 22.65

higher)

ClI: Confidence interval; MD: Mean difference

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Population is indirect: mix of traumatic and non-traumatic patients (exact numbers were not reported)

395% Cl crosses 1 MID (for Intentions +/- 0.65; PBC +/- 2.75; Scheduling self-efficacy +/- 1.95; Barrier self-efficacy +/- 9.48)

4 Intentions were measured using two items: (a) “I will try to do at least 30 min of moderate to heavy physical activity 3 days per week over the next 4 weeks” (1 = definitely false to
7 = definitely true) and (b) “l intend to do at least 30 min of moderate to heavy physical activity 3 days per week in the forthcoming month” (1 = extremely unlikely to 7 = extremely
likely)

5 PBC was measured with six items adapted from Armitage and Conner: Three items assessed beliefs about the extent to which being physically active is personally controllable
and three items assessed perceived ease or difficulty of engaging in physical activity

6 Scheduling self-efficacy was measured with three items assessing participants’ confidence that they could engage in a 30-min bout of moderate to heavy intensity physical
activity one, two, and three times per week over the next 3 weeks

7 Barrier self-efficacy was measured with nine items assessing participants’ confidence that they could overcome salient barriers to physical activity

Table 21: Clinical evidence profile for Baclofen plus standard care versus standard care alone
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1 randomi serio no serious no serious serious? none 112 112 - MD 4.01 LOW IMPORTANT
(Yan sed us’ inconsisten  indirectness higher
2018) trials cy (1.3 to

6.72

higher)

ClI: Confidence interval, MD: Mean difference
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB2
2 95% Cl crosses 1 MID (for Barthel Index +/- 1.555)

Table 22: Clinical evidence profile for Botulinum toxin type A plus standard care versus standard care alone

1 randomi serio no serious no serious serious? none 112 112 - MD 3.6 LOW IMPORTANT
(Yan sed us' inconsistency indirectness higher
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2018) ftrials (1.02 to
6.18
higher)

ClI: Confidence interval, MD: Mean difference
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB2
2 95% Cl crosses 1 MID (for Barthel Index +/- 1.555)

Table 23: Clinical evidence profile for body weight supported gait training (BWSGT) on a fixed track versus standard care

1 randomis very no serious no serious serious?® none 14 12 - MD 0.3 VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness lower (0.88 LOW
a 2011) lower to
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0.28 higher)

1 randomis very no serious no serious serious?® none 14 12 - MD 0.3 VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness lower (0.96 LOW
a2011) lower to

0.36 higher)

1 randomis very no serious no serious serious?® none 14 12 - MD 1 lower VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness (3.27 lower LOW
a2011) to 1.27

higher)

1 randomis very no serious no serious serious?® none 14 12 - MD 3.3 VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness higher (1.22 LOW
a2011) to 5.38

higher)

1 randomis very no serious no serious serious?® none 14 12 - MD 0.5 VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness higher (0.85 LOW
a2011) lower to

1.85 higher)

1 randomis very no serious no serious very serious®  none 14 12 - MD 0.4 VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness higher (1.02 LOW
a2011) lower to

1.82 higher)
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1 randomis very no serious no serious very serious*  none 14 12 - MD 0 higher VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness (2.06 lower LOW
a2011) to 2.06

higher)
1 randomis very no serious no serious very serious*  none 14 12 - MD 0.4 VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness lower (3.21 LOW
a 2011) lower to

2.41 higher)

1 randomis very no serious no serious serious?® none 14 12 - MD 3.4 VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness higher (2.59 LOW
a2011) lower to

9.39 higher)

1 randomis very no serious no serious very serious*  none 14 12 - MD 1 higher VERY CRITICAL
(Alexeev ed trials serious? inconsistency indirectness (3.57 lower LOW
a2011) to 5.57

higher)

ClI: Confidence interval; MD: Mean difference; SF-36: the Short Form (36) Health Survey

1 Study authors report using measurements derived from corresponding SF-36 domains, but not all questions.

2 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

3 Confidence intervals crosses 1 MID (for SF-36 General health perception score +/- 0.40; SF-36 Energy score +/- 2.15; SAWS +/- 4.45; SF-36 Mental health perception Score +/-
1.00)

4 Confidence intervals crosses 2 MIDs (for SF-36 Mental health perception Score +/- 1.00; SF-36 Fatigue score +/- 1.35)

Table 24: Clinical evidence profile for body weight supported gait training (BWSGT) on a treadmill versus standard care
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1 randomis very no serious no serious very serious?® none 9 12 - MD 0.2 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness lower (1.05 LOW
2011) lower to

0.65 higher)

1 randomis very no serious no serious serious* none 9 12 - MD 0.7 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness lower (1.64 LOW
2011) lower to

0.24 higher)

11 randomis very no serious no serious serious* none 9 12 - MD 0.9 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness lower (3.56 LOW
2011) lower to

1.76 higher)

1 randomis very no serious no serious serious* none 9 12 - MD 1.6 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness lower (4.91 LOW
2011) lower to

1.71 higher)
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1 randomis very no serious no serious serious* none 9 12 - MD 1.2 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness higher (0.23 LOW
2011) lower to

2.63 higher)

1 randomis very no serious no serious very serious?® none 9 12 - MD 0.3 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency indirectness lower (1.87 LOW
2011) lower to

1.27 higher)

1 randomis very no serious no serious very serious?® none 9 12 - MD 0.2 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness lower (2.82 LOW
2011) lower to

2.42 higher)

1 randomis very no serious no serious very serious?® none 9 12 - MD 1.4 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness higher (1.69 LOW
2011) lower to

4.49 higher)

1 randomis very no serious no serious serious* none 9 12 - MD 6.2 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency  indirectness higher (1.03 LOW
2011) lower to

13.43

higher)

1 randomis very no serious no serious very serious* none 9 12 - MD 0.2 VERY CRITICAL
(Alexeeva ed trials serious? inconsistency indirectness lower (6.17 LOW
2011) lower to
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5.77 higher)
ClI: Confidence interval; MD: Mean difference; SF-36: Short Form Health Survey — 36 item
1 Study authors report using measurements derived from corresponding SF-36 domains, but not all questions.
2 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2
3 Confidence intervals crosses 2 MIDs (for SF-36 General health perception score +/- 0.40; SF-36 Fatigue score +/- 1.35; SF-36 Mental health perception Score +/- 1.00;
SAWS +/- 4.45)
4 Confidence intervals crosses 1 MID (for SF-36 General health perception score +/- 0.40; SF-36 Energy score +/- 2.15; SF-36 Mental health perception Score +/- 1.00; SAWS +/-
4.45)

Table 25: Clinical evidence profile for body weight supported gait training (BWSGT) on a treadmill plus functional electrical stimulation
(FES) versus standard care

1 (Hitzig randomis very no serious no serious  very serlous2 none 16 11 - MD 0.87 VERY  CRITICAL
2013) edtrials serious' inconsistency indirectness higher (5.31 LOW
lower to
7.05 higher)
1 (Hitzig randomis very no serious no serious  very serious? none 16 11 - MD 0.18 VERY  CRITICAL
2013) edtrials serious' inconsistency indirectness higher (5.98 LOW
lower to
6.34 higher)
1 (Hitzig randomis very no serious no serious  very serious? none 16 11 - MD 0.18 VERY  CRITICAL
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2013) edtrials serious' inconsistency  indirectness higher (5.98 LOW
lower to
6.34 higher)

1 (Hitzig randomis very no serious no serious  serious?® none 16 11 - MD 1.41 VERY IMPORTAN
2013) edtrials serious! inconsistency indirectness lower (3.91 LOW T
lower to
1.09 higher)

1 (Hitzig randomis very no serious no serious  serious?® none 16 11 - MD 1.11 VERY IMPORTAN
2013) edtrials serious! inconsistency indirectness lower (3.94 LOW T
lower to
1.72 higher)

1 (Hitzig randomis very no serious no serious  serious® none 16 11 - MD 1.11 VERY IMPORTAN
2013) edtrials serious’ inconsistency  indirectness lower (3.94 LOW T
lower to
1.72 higher)
Changes in activity of daily living: Spinal Cord Independence Measure (SCIM; range 0-100; better indicated by higher values) [at 12 months follow-up]
1 (Hitzig randomis very no serious no serious  serious® none 16 11 - MD 3.97 VERY IMPORTAN
2013) edtrials serious' inconsistency  indirectness higher (0.96 LOW T
lower to 8.9
higher)

Cl: Confidence interval; MD: Mean difference

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2.
2 Confidence intervals crosses 2 MIDs (for SWLS +/- 4.03)

3 Confidence intervals crosses 1 MID (for IADL +/- 1.93; SCIM +/- 3.54)

Table 26: Clinical evidence profile for functional electrical stimulation (FES) plus functional training versus standard care
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1 (Harvey randomised serious' no serious no serious serious? none 35 31 - MD 0.07 LOW  CRITICAL
2016) trials inconsisten indirectness higher
cy (0.04
lower to
0.18
higher)
1 (Harvey randomised serious' no serious no serious serious? none 30 26 - MD 0.04 LOW  CRITICAL
2016) trials inconsisten indirectness higher
cy (0.08
lower to
0.16
higher)
1 (Harvey randomised serious' no serious no serious serious? none 35 31 - MD 1.8 LOW IMPORTAN
2016) trials inconsisten indirectness higher T
cy (1.01
lower to
4.61
higher)
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1 (Harvey randomised serious' no serious no serious very serious® none 31 26 - MD 1.4 VERY IMPORTAN
2016) trials inconsisten indirectness higher LOW T
cy (2.18
lower to
4.98
higher)

ClI: Confidence interval, MD: Mean difference

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2.
2 Confidence intervals crosses 1 MID (for AQoL-8 +/- 0.10; SCIM +/- 1.70)

3 Confidence intervals crosses 2 MIDs (for SCIM +/- 1.70)

Table 27: Clinical evidence profile for functional electrical stimulation (FES) in bike versus passive cycling

1 randomise no no serious no serious very serious!  none 10 11 Median Median LOW  CRITICAL
(Galea d trials serious inconsistency indirectness (IQR): 0.43 (IQR):
2017) risk of (0.25t0 0.26 (0.11
bias 0.54)? to 0.5)?
1 randomise no no serious no serious very serious!  none 10 11 Median Median LOW  CRITICAL
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(Galea d trials serious inconsistency indirectness (IQR): 66 (IQR): 63
2017) risk of (44 to 69)° (44 to 69)°
bias

1 randomise no no serious no serious very serious’  none 10 11 Median Median LOW  CRITICAL
(Galea d trials serious inconsistency indirectness (IQR): 59.5 (IQR): 69
2017) risk of (50 to 75)* (56 to 69)*

bias

1 randomise no no serious no serious very serious’  none 10 11 Median Median LOW  CRITICAL
(Galea d trials serious inconsistency indirectness (IQR): 69 (IQR): 56
2017) risk of (50 to 69)> (50 to 75)°

bias

1 randomise no no serious no serious very serious’  none 10 11 Median Median LOW  CRITICAL
(Galea d trials serious inconsistency indirectness (IQR): 63 (IQR): 69
2017) risk of (63 to 75)¢ (50 to 75)°

bias

1 randomise no no serious no serious very serious’  none 10 11 Median Median LOW IMPORTAN
(Galea d trials serious inconsistency indirectness (IQR): 9 (8 (IQR): 11 T
2017) risk of to 9)7 (10 to

bias 13.5)7

1 randomise no no serious no serious very serious’  none 10 11 Median Median LOW IMPORTAN
(Galea d trials serious inconsistency indirectness (IQR): 10 (IQR): 10 T
2017) risk of (10to 11)8 (9 to 12)8

bias

IQR: interquartile range
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1 Imprecision could not be assessed using MIDs due to no reporting of SD and no published MIDs so was instead assessed using the sample size: The result was not downgraded
if n=2400, if n=399-200, the result was downgraded 1 level, and if n<200 the result was downgraded by 2 levels. Very serious risk of bias in the evidence contributing to the
outcomes as per RoB 2

2 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 0.11 higher (95% CI 0.10 lower to 0.33
higher)]

3 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 0.4 lower (95% CI 15.1 lower to 14.2
higher)]

4 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 2.1 higher (95% CI 12.9 lower to 17.1
higher)]

5 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 3.9 higher (95% ClI 9.0 to lower 16.7
higher)]

6 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 2.6 lower (95% CI 14.9 lower to 9.7
higher)]

7 According to the statistical analyses performed by the author, the median difference was not statistically significant [Median difference: 1.1 lower (95% CI 3.5 lower to 0.2 higher)]
8 According to the statistical analyses performed by the author in the paper, the median difference was not statistically significant [Median difference: 0.09 lower (95% CI 1.7 lower
to 1.5 higher)]

Table 28: Clinical evidence profile for paraplegic gait orthosis plus functional training versus standard care

1 (Shuai randomise serious' no serious no serious no serious none 18 18 - MD 33.94 MODERA IMPORTAN
2016) dtrials inconsistency indirectness  imprecision higher TE T
(14.08 to
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53.8 higher)

Cl: Confidence interval; MD: Mean difference
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2.

Table 29: Clinical evidence profile for robotic-assisted gait training versus conventional over-ground training

1 (Shin randomi very no serious no serious  very serious? none 27 26 Median (IQR): Median (IQR): VERY IMPORTAN
2014) sed serious' inconsistency indirectness 10(0to26) 9(0to33) LOW T
trials

IQR: interquartile range

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2.

2 Imprecision could not be assessed using MIDs due to no reporting of SD and no published MIDs so was instead assessed using the sample size: The result was not downgraded
if n=2400, if n=399-200, the result was downgraded 1 level, and if n<200 the result was downgraded by 2 levels. Very serious risk of bias in the evidence contributing to the
outcomes as per RoB 2

3 According to the statistical analyses performed by the authorr, the median difference was statistically not significant [p value= 0.13]
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Table 30: Clinical evidence profile for enhanced versus reduced robotic-assisted gait training

1 (Wirz randomise very  no serious no serious very serious?  none 9 9 Median Median VERY IMPORTAN

2017) d trials serious inconsistency indirectness (IQR): 20 (IQR): 10 LOW T
1 (9t0 38)% (2to039)3
1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2.
2 Imprecision could not be assessed using MIDs due to no reporting of SD and no published MIDs so was instead assessed using the sample size: The result was not downgraded
if n2400, if n=399-200, the result was downgraded 1 level, and if n<200 the result was downgraded by 2 levels. Very serious risk of bias in the evidence contributing to the

outcomes as per RoB 2
3 Authors reported that the outcome significantly improved in both groups from week 0 to week 8, but reported no between-group analyses.

Table 31: Clinical evidence profile for robot-assisted gait training (RAGT) plus standard rehabilitation versus standard rehabilitation
alone
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1 randomi very  no serious no serious  serious? none 15 15 - MD 2.9 VERY IMPORTAN
(Midik sed serio inconsistency  indirectnes higher LOW T
2020) ftrials us1 s (7.27
lower to
13.07
higher)
1 randomi very  no serious no serious  serious? none 15 15 - MD 8.8 VERY IMPORTAN
(Midik sed serio inconsistency  indirectnes higher LOW T
2020) trials us’ s (2.42 to
15.18
higher)

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% Cl crosses 1 MID (for SCIM3 +/-11.62)

GRADE tables for review question: C.3b For children and young people with complex rehabilitation needs after traumatic injury
that results in spinal cord injury, what specific rehabilitation programmes and packages are effective and acceptable?

No evidence was identified which was applicable to this review question.
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Appendix G — Economic evidence study selection
Economic evidence study selection for:

C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable?

C.3b For children and young people with complex rehabilitation needs after
traumtic injury that results in spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?

A combined search was conducted for both review questions.

Figure 3: Study selection flow chart: Adults

Titles and abstracts
identified, N= 895

: 4

Full copies retrieved Excluded, N= 895
and assessed for (not relevant population,
eligibility, N= 0 design, intervention,

comparison, outcomes,
unable to retrieve)

Publications included Publications excluded
in review, N=0 from review, N=0
(refer to excluded
studies list)

Figure 4: Study selection flow chart: Children and young people
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Titles and abstracts
identified, N = 895

: 4

Full copies retrieved Excluded, N = 895
anq ?SSGSSGd for (not relevant population,
eligibility, N =0 design, intervention,

comparison, outcomes,
unable to retrieve)

Publications included Publications excluded
inreview, N=0 from review, N =0
(refer to excluded
studies list)
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Appendix H — Economic evidence tables

Economic evidence tables for review question: C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and packages are effective and acceptable?

No economic studies were identified which were applicable to this review question.

Economic evidence tables for review question: C.3b For children and young people with complex rehabilitation needs after
traumatic injury that results in spinal cord injury, what specific rehabilitation programmes and packages are effective and
acceptable?

No economic studies were identified which were applicable to this review question.

Appendix | - Economic evidence profiles

Economic evidence profiles for review question: C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and packages are effective and acceptable?

No economic studies were identified which were applicable to this review question.
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Economic evidence profiles for review question: C.3b For children and young people with complex rehabilitation needs after
traumatic injury that results in spinal cord injury, what specific rehabilitation programmes and packages are effective and
acceptable?

No economic studies were identified which were applicable to this review question.
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Appendix J — Economic analysis

Economic evidence analysis for review question: C.3a For adults with complex
rehabilitation needs after traumatic injury that involves spinal cord injury, what
specific rehabilitation programmes and packages are effective and acceptable?

No economic analysis was undertaken for this review question.

Economic evidence analysis for review question: C.3b For children and young
people with complex rehabilitation needs after traumatic injury that results in
spinal cord injury, what specific rehabilitation programmes and packages are
effective and acceptable?

No economic analysis was undertaken for this review question.
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Appendix K — Excluded studies

Excluded clinical and economic studies for review question: C.3a For adults with

complex rehabilitation needs after traumatic injury that involves spinal cord
injury, what specific rehabilitation programmes and packages are effective and

acceptable?

Clinical studies

Table 32: Excluded studies and reasons for their exclusion

Abrams, P., Amarenco, G., Bakke, A., Buczynski, A., Castro-Diaz, D.,
Harrison, S., Kramer, G., Marsik, R., Prajsner, A., Stohrer, M., Van
Kerrebroeck, P., Wyndaele, J. J., Tamsulosin: Efficacy and safety in
patients with neurogenic lower urinary tract dysfunction due to
suprasacral spinal cord injury, Journal of Urology, 170, 1242-1251,
2003

Actrn,, A randomised controlled trial of a specialised multidisciplinary
consultation team to improve the outcomes of patients with recent onset
spinal cord injury in acute hospital,
Http://www.who.int/trialsearch/trial2.aspx?
Trialid=actrn12610000164099, 2010

Actrn,, Abdominal Functional Electrical Stimulation to reduce respiratory
complications in spinal cord injury,
Http://www.who.int/trialsearch/trial2.aspx?
Trialid=actrn12618000214235, 2018

Actrn,, Does standing improve bowel function in people with spinal cord
injury? A randomised controlled trial,
Http://www.who.int/trialsearch/trial2.aspx?
Trialid=actrn12612000003875, 2012

Actrn,, Does the type of enema administration affect time to complete
bowel care in people with recent Spinal Cord Injury?,
Http://wwwanzctrorgau/actrn12618000221257aspx, 2018

Actrn,, Effects of Functional Electrical Stimulation-cycling Plus
Progressive Resistance Training on Muscle Strength After Incomplete
Spinal Cord Injury: a Randomized Controlled Trial,
Http://www.who.int/trialsearch/trial2.aspx?
Trialid=actrn12616000670471, 2016

Actrn,, Progressive resistance training to increase the strength of
partially-paralysed muscles in people with recent spinal cord injury: a
within-participant randomised controlled trial,
Http://www.who.int/trialsearch/trial2.aspx?
Trialid=actrn12614000914662, 2014

Actrn,, The effectiveness of functional electrical stimulation cycling on
urine output, lower limb swelling and spasticity in recent spinal cord
injury: a randomised control trial,
Http://www.who.int/trialsearch/trial2.aspx?
Trialid=actrn12611000923965, 2011

Actrn,, The effectiveness of Telehealth for the treatment of chronic
shoulder pain in wheelchair users with spinal cord injury: a randomised
controlled trial, Http://www.who.int/trialsearch/trial2.aspx?
Trialid=actrn12618001172291, 2018

Adegoke, B. O., Badmos, K. A., Acceleration of pressure ulcer healing
in spinal cord injured patients using interrupted direct current, African

Outcome not in PICO:
Maximum urethral
pressure

Clinical trial protocol for
which there were no
published data

Clinical trial protocol for
which there were no
published data

Clinical trial protocol for
which there were no
published data

Clinical trial protocol for
which there were no
published data

Clinical trial protocol for
which there were no
published data

Clinical trial protocol for
which there were no
published data

Clinical trial protocol for
which there were no
published data

Clinical trial protocol for
which there were no
published data

Intervention not in PICO:
Routine nursing care
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journal of medicine and medical sciences, 30, 195-7, 2001

Aguirre-Guemez, A. V., Perez-Sanpablo, A. |., Quinzanos-Fresnedo, J.,
Perez-Zavala, R., Barrera-Ortiz, A., Walking speed is not the best
outcome to evaluate the effect of robotic assisted gait training in people
with motor incomplete Spinal Cord Injury: A Systematic Review with
meta-analysis, Journal of Spinal Cord Medicine, 42, 142-154, 2019

Aguirre-Guemez, Ana Valeria, Perez-Sanpablo, Aberto Isaac,
Quinzanos-Fresnedo, Jimena, Perez-Zavala, Ramiro, Barrera-Ortiz,
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Economic studies

All studies were excluded at the initial title and abstract screening stage. See appendix G for
further information.
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Appendix L — Research recommendations
Research recommendations for:

C.3a For adults with complex rehabilitation needs after traumatic injury that
involves spinal cord injury, what specific rehabilitation programmes and
packages are effective and acceptable?

C.3b For children and young people with complex rehabilitation needs after
traumatic injury that involves spinal cord injury, what specific rehabilitation
programmes and packages are effective and acceptable?

Also applicable for the following review questions:

What physical rehabilitation interventions are effective and acceptable for
adults/children and young people with complex rehabilitation needs after traumatic
injury?

Research question

What is the effectiveness and cost-effectiveness of short-term bed-rest versus long-term
bed-rest on functional outcomes in people with complex rehabilitation needs after traumatic
injury that involves the spinal column or spinal cord injury?

Why this is important?

Bed rest is associated with negative effects on respiratory function, trunk and limb muscle
strength, adverse cardiovascular and blood pressure parameters, and increased risk of skin
pressure damage. Prolonged bed rest leads to increased length of hospital stay and
consequent increased disabilities for the patient prior to commencing rehabilitation which is
then more challenging. There may also be negative effects on mental health due to lack of
occupation and autonomy.

For patients with fractures of the spinal column (uncomplicated vertebral fractures without
spinal cord injury), long term bed rest was traditionally used to allow bone healing and
prevent potential spinal cord damage prior to current routine operative techniques for spinal
stabilisation and pain management optimisation for those with stable fractures. Evidence for
benefit of prolonged best rest, given these potential detrimental effects is unclear. For
patients with incomplete SCI theoretically early cord swelling may be adversely affected by
early mobilisation which may impact on the final functional outcome, however there are no
studies which address this issue. Encouraging earlier mobilisation - for patients with
incomplete SCI or uncomplicated stable spinal fractures would allow access to rehabilitation
and progression of return to function earlier with reduced length of stay and medical
complications.

Table 34: Research recommendation rationale
Research question

Why is this needed
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Research question

Importance to ‘patients’ or the population Following SCI or spinal column injury, a period of
initial bed-rest is needed whilst assessment of
stability of the spinal column and
cardiorespiratory function occurs. Once this is
established (with or without the need for surgery),
rehabilitation to progress to upright posture
(weight-bearing by sitting, standing and walking
as able) can commence if there are no concerns
about the impact of cord swelling on function.
However, the optimum length of bed-rest is not
clear in the literature or the healthcare
professional community. Long-term
immobilisation is associated with adverse
complications such as respiratory failure or
muscle atrophy. Conversely, short-term bed-rest
might not provide enough time for the spinal cord
swelling to settle, leading to further damage when
rehabilitation begins.

Relevance to NICE guidance High — The committee were unable to issue any
recommendation on the length of bed rest
following SCI or spinal column injury due to the
lack of evidence, potential resource implications
and lack of consensus within the medical
community. By conducting research in this area, it
is hoped that NICE guidance on this can be
issued.

Relevance to the NHS High — There is a trade-off between patient
outcomes and resource use, i.e., longer bed rest
has associated resource implications for the NHS
(increased length of stay, increased staffing levels
to assist with activities of daily living). However,
any poorer patient outcomes (due to shorter bed-
rest) might have additional costs associated with
unmet healthcare needs. It is essential to identify
the optimal length of bed rest that would
represent the most effective and cost-effective
practice to the NHS.

National priorities Research into the optimum length of bed rest
following SCI or spinal column injury is important
to the NHS long-term plan by promoting high
quality care which is safe, effective and focused
on patient experience.

Current evidence base At the time of searching there were no RCTs or
cohort studies in the literature.
Equality All patients with SCI or spinal column injury

deserve to receive optimal length of bedrest, in
order to achieve best possible outcomes. As SCI
is a chronic condition with potential for profound
disability, these outcomes could have a large
impact on their level of disability throughout their
lifetime. Those with incomplete spinal cord injury
have potential to change their level of function
and independence with support of optimal early
rehabilitation interventions

Feasibility A prospective comparative multi-centre cohort
study will allow trauma units to continue with their
current bed-rest protocols (short-term or long-
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term) and should have little impact on their
practice.

Other comments None.
NHS: National Health Service; NICE: National Institute for Health and Care Excellence; SCI: Spinal cord injury

Table 35: Research recommendation modified PICO table
Population People (any age) with complex rehabilitation needs resulting from

traumatic injury that involves spinal cord injury or spinal column
injury and requires admission to hospital

Intervention Short-term (<2 weeks) length of bed-rest
Comparator Long-term (>2 weeks) length of bed-rest
Outcomes Overall quality of life (validated scales)

Patient acceptability (any direct measure)
Mood (validated scales)

Activity of daily living (validated scales)
Return to nursery, work or education

Resource use i.e. acute length of stay in trauma unit, hospital re-
admissions, outpatient visits

Neurological function (American Spinal Cord Injury Association
[ASIA] Impairment Scale; International Standards for neurological
classification of SCI [ISNCSCI])

Pain (visual assessment scale; numerical rating scale)
Cost-effectiveness

Study design Prospective comparative multi-centre cohort study (minimum
sample size = 100 per arm)

Timeframe < 18 months.

Additional information None.
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