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ALL RCTS 83% 10/12 __ We aim to address a research gap on COI in the context of SCS for chronic back pain by

Sewimais [y BET iInvestigating the prevalence of COl among SCS-related RCTs and its association with trial outcomes.
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RCT #1 60% 6/15 " " * Inclusion criteria: RCTs investigating effect of SCS In patients with chronic back and leg pain.

* The extracted data included disclosed COIl and payments from SCS manufacturers for each author.

SCT #19 L 2112 Payments in the Research, Education, Food and Beverages, Travel and Lodging categories were not

RCT #11 0/17 | considered COI.
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RCT #4 00% m 4/8 $ 23,358 $ 4’.067 280 $ 25,055 1 | Kapural |[2015| USA | NCT01609972 | Nevro Corp. | Parallel | Open label | 10kHz HF-SCS reached non-inferiority and superiority.

2 Kapural {2016 USA | NCT01609972 | Nevro Corp. | Parallel | Open label | Long term non-inferiority and superiority was sustained.

EUROPE

Author Year Country Trial ID Funding Desing Blinding Primary Outcome

Dislosed COl ®No COlI @Unreported COl OUnreported COI by study sponsor RCT #1 RCT #10
3 An%?es 2017 | Spain | Not reported No funding Parallel Blinded Vyéifggghﬁzcég'ﬁerence between HF-SCS and LF-SCS. Superiority
Figure 1. COIl of included RCTs. The number (%) of COl is reported for each study. Authors without Figure 2. The average payments made to study authors by SCS manufacturers over the period of 3 years. : ' : :
di : : : : > : : : : Frequencies below 5882 Hz provided the same analgesic effect as sham
Isclosed COI (No COlI) and those with payments listed in the OpenPayments database were identified Values presented in U.S. Dollars. 4 | Al-Kaisy [2018| UK | NCT01750229 [Medtronic Inc.| Crossover| Blinded . . . . . . .
(Unreported COI) including the source of the payment (Unreported COI by study sponsor) stimulation. 5882Hz stimulation can produce significant back pain refiet.
5 |Thomsonl2018| UK NTC02549183 Bpsto_r_l Crossover|  Blinded Stlmulatlor_1 by 1-10kHz provided equivalent back pain relief (p=0.00002),
Scientific 1kHz required less charge.
C O N C L U S I O N 6 Rigoard | 2019 | France | NTC01697358 |Medtronic Inc.| Parallel | Open label Igcilg':gineff SCS to OMM provided statistically significant improvements in

7 Bolash |2019| USA Not reported |StimWave Inc.| Parallel | Open label | Non-inferiority of HF-SCS was reached.
No significant difference between treatments. No further improvement

The majority (75%) of RCTs Iinvestigating SCS for chronic pain recelve industry funding, potentially 8 | Rigoard | 2021 | France | NCTO1626237 |  Grant | Parallel | Blinded | ey cross-over
- . - . = - ishman Stimgenics,
Introducing significant bias. ? |Fisman 22t | USA | NTE0S000I67

LLC Parallel | Open label | The DTM SCS reached non-inferiority.

10 | Kapural 2022 USA | NTC03680846 | Nevro Corp. | Parallel | Open label

80.9% of 10kHz HF-SCS group were responders in comparison to 1.3% in

Further industry independent RCTs are needed to verify SCS efficacy In treatment of chronic back and — "o staisicaly Sgnifcant ofect dference i OD! botween 605 e
) ara orway ran rossover inae placebo.
Ieg pal n . 12 | Rigoard | 2023 | France | NTC03014583 sli?esr:?h[;c Crossover Blinded glggatistically significant difference in VAS between HF/ B-SCS and LF-
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Table 1. Characteristics and Findings of Included RCTs. HF-SCS: High frequency Spinal Cord Stimulation, LF-SCS: Low Frequency Spinal Cord Stimulation,
OMM: Optimal Medical Management, CMM: Conventional Medical Management, DTM SCS: Differential Target Multiplexed SCS, B-SCS: Burst SCS
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