
SCS Extraction Template
Adjust title to Author Name & Year

* Required

*
Mark only one oval.

Ewan

Kathy

McKenzie

Emily

1. 

Skip to question 2.

Publication

Journal *2. 

Patient/Population
Describes the study site(s), funding, inclusion criteria

Study Site *
Mark only one oval.

Single site

Multicenter

3. 

Were U.S. sites included? *
Mark only one oval.

Yes

No

Not specified

4. 

Funding/Sponsor
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Did the publication state the research was registered? (NCT# or WHO registry#
provided?)
Mark only one oval.

Yes

No

5. 

Was the a funding source indicated? *
Mark only one oval.

Yes

No After the last question in this section, skip to question 9.

6. 

Source of Funding - Check all that apply. Type "n/a" if it does not apply. *
Check all that apply.

Industry

Government

Institution

Professional Society

Other:

7. 

Role of Sponsor in Research - Check all that apply.
Check all that apply.

Study design

Data collection

Data analysis

Manuscript preparation

Sponsor provided devices

Role beyond funding was not stated

8. 

Inclusion Criteria
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Inclusion Criteria *
Mark only one oval per row.

Yes No

Minimum pain intensity
Minimum duration of pain
Minimum disability score
Minimum duration of disability
Failure of any other treatment
Willing to d/c pain meds or keep
dose stable

9. 

Minimum pain intensity - 0 to 10 (if
applicable)

10. 

Minimum duration of pain - # mos (if
applicable)

11. 

Minimum disability score (if applicable)12. 

Minimum duration of disability - # mos (if
applicable)

13. 

Location of Pain Identified? *
Mark only one oval.

Yes Skip to question 15.

No Skip to question 17.

Not specified Skip to question 17.

14. 

Location of Pain per Inclusion Criteria
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*
Mark only one oval per row.

Yes No

Back pain
Failed back surgery
Leg pain
Diabetic neuropathy
CRPS-1
History of nerve-related injury
(e.g., herniated disc)
Peripheral vascular disease
Heart failure
Irritable bowel syndrome
Other unspecified neuropathic
pain

15. 

If other origin, specify:16. 

Design & Interventions
Study design, blinding & randomization, intervention/comparator arms, duration

Study Design *
Mark only one oval.

Parallel Skip to question 19.

Crossover Skip to question 18.

17. 

Crossover-Washout Duration

Duration of Washout (# Weeks)18. 

Blinding & Randomization

Type of Blinding - Who was blinded? *
Check all that apply.

Participants

Investigators

Outcome Assessors

Open-label (not blinded)

19. 
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Adequacy of Blinding *
Mark only one oval.

Low risk of bias = Blinding of participants & key personnel ensured, and unlikely that
the blinding could be broken

High risk of bias = Outcome likely influenced by lack or incomplete blinding; OR likely
that blinding could be broken

Unclear = Insufficient information to judge low/high risk; OR study did not address
this

N/A (not blinded)

20. 

Randomization *
Mark only one oval.

Low risk of bias = Process described (e.g., random # table/generator; coin toss;
envelopes; dice; minimization

High risk of bias = Non-random component in process (e.g., based on DOB, date,
record#; clinician judgement; participant pref; availability of intervention)

Unclear = Insufficient information to judge low/high risk

21. 

Trial Phase
Could be to verify treatment failure and/or successful candidate for SCS

Was there a trial/screening phase? *
Mark only one oval.

Yes

No

Unclear

22. 

Intervention: Type of SCS

*
Mark only one oval per row.

Yes No

Conventional
High frequency
High frequency burst
Dorsal root ganglion stimulation

23. 

If SCS intervention not listed above,
specify here:

24. 
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Was co-administration of other non-invasive interventions allowed (e.g., opioids,
physical therapy, etc.)? *
Mark only one oval.

Yes

No

Not specified

25. 

Did methods allow for SCS adjustments?
Mark only one oval.

Yes

No After the last question in this section, skip to question 29.

26. 

Which arm was allowed to have SCS adjustments?
Mark only one oval.

Intervention

Control

All arms were allowed adjustments

27. 

Which SCS adjustments were allowed? Check all that apply. *
Check all that apply.

Stimulation waveform

Electrode location/placement

Frequency/kHz

Amplitude (voltage)

Pulse width (microsecond)

Not specified

Other:

28. 

Crossover
Related to inadequate pain management

Within the duration of the study were participants who failed to achieve adequate pain
management allowed to crossover to the alternate treatment? *
Mark only one oval.

Yes

No

N/A - Study is already designated as cross-over

29. 

Control Group
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*
Mark only one oval per row.

Yes No

Conventional SCS
Surgery
Usual care (defined by protocol)
Usual care (clinician decides)
Placebo (programming change of
SCS)
Educational measures
Physical therapy
Wait list

30. 

If type of control is not listed above,
specify here:

31. 

Study Design-Duration
Refers to post-randomization duration of intervention; full-outcome follow-up is later.

What was the total duration of intervention
(# weeks)? *

32. 

Primary Outcome

Are Primary Outcome(s) Specified? *
Mark only one oval.

Yes Skip to question 34.

No Skip to question 42.

33. 

Primary Outcomes

Are there multiple primary outcomes? *
Mark only one oval.

Yes Skip to question 35.

No Skip to question 37.

Unclear Skip to question 37.

34. 

Multiple Primary Outcomes
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Multiple Primary Outcomes - check all that apply. *
Mark only one oval per row.

Yes No

Pain intensity
Pain relief
Multidimensional pain
questionnaire (e.g., McGill)
HRQoL
Function/disability
Mood
Depression
Sleep
PGIC
Pain catastrophizing
Patient satisfaction
Patient preference
Responder analysis
No neurological deficit
Reduction in opioid use
Quantitative sensory testing
Other

35. 

Was there any adjustment indicated for multiplicity (e.g., alpha adjustment,
requirement that all tests be significant, etc.)?
Mark only one oval.

Yes

No

36. 

Skip to question 40.

Primary Outcome

Is the primary outcome related to pain? *
Mark only one oval.

Yes

No

37. 

SCS Extraction Template https://docs.google.com/forms/d/1YdqHiDOqmukXio56JPsGA-y...

8 of 14 6/11/19, 1:34 PM



PRIMARY OUTCOME
Mark only one oval.

Pain intensity

Pain relief

Multidimensional pain questionnaire (e.g., McGill)

HRQoL

Function/disability

Mood

Depression

Sleep

PGIC

Patient satisfaction

Patient preference

No neurological deficit

Reduction in opioid use

Quantitative sensory testing

38. 

If primary outcome is not listed above,
specify here:

39. 

Primary Outcome Assessments

Time Between Primary Outcome Assessments *
Mark only one oval.

Less than 1 day

1 day up to 1 week

More than 7 days up to 1 month

More than 1 month

Variable

Not specified

40. 

When was the primary outcome assessed
(# weeks)? *

41. 

Other Outcomes
Check 'yes' if it is an assessment of the same outcome but at a different time from the primary.
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Other Outcomes - Check all that apply
Mark only one oval per row.

Yes No

Pain intensity
Pain relief
Multidimensional pain
questionnaire (e.g., McGill)
HRQoL
Function/disability
Mood
Depression
Sleep
PGIC
Pain catastrophizing
Patient satisfaction
Patient preference
No neurological deficit
Reduction in opioid use
Quantitative sensory testing

42. 

Longest Duration of Follow-up (# weeks)
for Any of these Outcome(s) *

43. 

Adverse Events

Adverse Events *
Mark only one oval per row.

Yes No Unclear

Primary Outcome
Pre-specified as an Outcome

44. 

Were AEs collected actively or passively?
Mark only one oval.

Actively (e.g., from a list/questionnaire; close-ended)

Passively (e.g., open-ended; from a diary)

Both actively and passively

Unclear

45. 

SCS Extraction Template https://docs.google.com/forms/d/1YdqHiDOqmukXio56JPsGA-y...

10 of 14 6/11/19, 1:34 PM



Were serious adverse events reported? *
Mark only one oval.

Yes

No

46. 

Adverse Events *
Mark only one oval per row.

No Yes - Pre-specified in
methods

Yes - Reported but not
pre-specified

Neurologic injury
Paresthesia
Localized pain
Lead migration/inadequate
coverage
Pulse generator discomfort
Infection
Fractured electrode
Hardware malfunction (not
otherwise specified)
Other

47. 

If other, specify here; If "not mentioned",
state here as well:

48. 

Data Analysis
Power, sample size, ITT/PP, etc.

Type of analysis
Mark only one oval.

Superiority

Noninferiority

Equivalence

Not specified

49. 

Described as part of methods for data analysis? *
Mark only one oval per row.

Yes No

Power (%)
Sample size
Pre-specific effect size (e.g.,
Cohen's d)

50. 
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How was clinical significance defined for primary outcomes?
Mark only one oval.

% change (e.g., 30% or 50%)

Absolute change (e.g., point reduction)

N/A, not defined

51. 

Was a post-hoc power analysis performed?
Mark only one oval.

Yes

No

52. 

Missing Data

What population analysis was performed? Check all that apply. *
Check all that apply.

Intention-to-treat

Modified intention-to-treat

Per-protocol (completer analysis)

Other:

53. 

Was there a method to accommodate missing data? *
Mark only one oval.

Yes Skip to question 55.

No Skip to question 56.

n/a (i.e., PP analysis) Skip to question 56.

54. 

Accommodation of Missing Data

What method was used to accommodate missing data? Check all that apply.
Check all that apply.

LOCF

BOCF

Multiple imputation

Mixed effects repeated measures analysis

Generalized estimating equations

Linear mixed models (including ANOVA and mixed ANCOVA)

Other:

55. 
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Results
Baseline characteristics, N, etc.

Number of subjects randomized/enrolled
after any screening phase (If not stated,
list "unclear") *

56. 

Number of subjects completed (primary
outcome) - (If not stated, list "unclear") *

57. 

Number of subjects included in primary
analysis - (If not stated, list "unclear") *

58. 

Average age of sample *59. 

Was gender distribution presented? *
Mark only one oval.

Yes

No

60. 

If yes, indicate % female:61. 

Patient Characteristics - Overall *
Mark only one oval.

Stated/shown to be equal among arms

Stated as not equal with explanation or accomodation

Stated as not equal with no explanation or accomodation

Nothing stated about similarity between groups or unclear

62. 
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Powered by

How were primary outcome measures reported in results? Check all that apply. *
Check all that apply.

Time to event (e.g., first specified score such as 50% pain relief)

# of patients with a specified level of pain relief at a specified time (responders)

# of patients with a specified level of pain intensity at a specified time (responders)

Pain intensity difference at a specified time

Mean score of outcome at a specified time

Mean change in score of outcome at a specified time

N/A - no stated primary outcome measure

Other:

63. 

How were secondary outcome measures reported in results? Check all that apply. *
Check all that apply.

Time to event (e.g., first specified score such as 50% pain relief)

# of patients with a specified level of pain relief at a specified time (responders)

# of patients with a specified level of pain intensity at a specified time (responders)

Pain intensity difference at a specified time

Mean score of outcome at a specified time

Mean change in score of outcome at a specified time

N/A - no other outcome measures

Other:

64. 

Regimen Adjustments due to AEs

What % of participants needed to have
adjustments to their regimen due to AEs?
(If not stated, list "unclear")

65. 
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