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Supplementary methods
S1. Data source, case retention and table linkage
The analysis used the harmonized source build faers_2026Q2_v1_1_lightweight_full_90q_20260803, completed on 3 August 2026. Its inventory covered 630 core files across 90 quarters (2004Q1–2026Q2), including 24,812,425 original demographic rows. The build applied 31 cumulative FDA deletion lists containing 229,233 distinct case identifiers and retained 20,588,504 valid case reports. All seven study-source Parquet files matched the accompanying SHA256 manifest. These checks verified the local source build; the study did not independently reconstruct every historical FDA release.
Case retention prioritized the latest valid CASEVERSION. Ties were resolved by source quarter, FDA receipt date, primary report identifier and source-row order. The upstream audit found no severe key-conflict groups or deleted identifiers among retained cases. Historical missing case identifiers and unresolved drug-sequence orphans remained documented in the source metadata. Study-specific child-table joins required the retained case key, primary report identifier and source quarter, preventing the combination of drug and reaction records from different report versions.
The independent four-drug extraction identified 85,635 distinct reports in any drug role before study eligibility was applied. Report–drug and report–PT duplicates were collapsed within the retained snapshot. Each SMQ endpoint was the union of its qualifying PTs, counted once per report. Reports with different CASEIDs were not merged automatically because no validated cross-case duplicate classifier was available.
S2. Drug identification and indication linkage
Case-insensitive searches combined the active-ingredient and reported-product fields using generic names, brands and development codes with letter-boundary checks. Ingredient-name matching captured salt forms. Table S1 lists the search concepts; observed-name mappings are included in Supplementary Code 1. Eight ruxolitinib secondary-suspect entries with blinded-treatment descriptors had initial receipt dates outside the study window and contributed to neither the primary nor expanded-role analysis.
Topical ruxolitinib products were excluded using formulation identity. OPZELURA and explicit cream or ointment descriptors were excluded. JAKAFI/JAKAVI oral-brand identity took precedence over an inconsistent route field unless an explicit topical product descriptor created an identity conflict. Generic ruxolitinib with an explicit topical descriptor was excluded; unspecified route alone was retained. Momelotinib, fedratinib and pacritinib were retained on drug identity when route fields were inconsistent and received a quality flag.
This rule corrected an earlier implementation that had treated contradictory topical route codes as evidence of a topical product. The correction was made after initial estimates had been calculated, was recorded in 03_analysis/analysis_notes.md, and was followed by regeneration of study features and all estimates. Only the corrected FINAL_v2 result set is used here. The final cohort included 357 route-flagged ruxolitinib reports and 70 route-flagged pacritinib reports, with none for momelotinib or fedratinib. The route-quality sensitivity analysis excluded all flagged reports.
An INDI record had to link to the same eligible study-drug sequence and retained report snapshot. Accepted normalized indication strings were MYELOFIBROSIS and PRIMARY MYELOFIBROSIS. No additional explicit post-polycythemia-vera or post-essential-thrombocythemia MF wording was identified in the candidate-term audit. Broader myeloproliferative-neoplasm terms were not added by inference, and an MF indication assigned to another drug did not confer eligibility.
S3. Receipt period, suspect roles and demographic variables
Primary eligibility used INIT_FDA_DT from 1 October 2023 through 30 June 2026. All 4,732 eligible reports had complete eight-digit initial receipt dates. The alternative source-quarter analysis used a different reporting frame and was treated as a sensitivity analysis. The adjusted-model quarter index ranged from 0 (2023Q4) to 10 (2026Q2). Source coverage extended through 2026Q2; low drug-specific counts in a quarter were not treated as evidence of an absent source release.
Repeated eligible entries for a study drug were collapsed within reports. The primary comparison required exactly one eligible systemic PS study drug. In the PS+SS analysis, mutual exclusion was reapplied across both suspect roles. Before this expanded-role exclusion, otherwise eligible counts were 904 for momelotinib, 2,959 for ruxolitinib, 140 for fedratinib and 1,022 for pacritinib; 22, 50, seven and three reports, respectively, were excluded. Broader role eligibility can therefore yield fewer endpoint reports than the PS analysis and does not define a nested cohort.
Interpretable age units (years, months, weeks, days, hours and decades) were converted to years. Values outside 0–120 years were treated as missing. Two reports with known ages below 18 years were excluded; unknown age was retained. Sex used explicit M/F coding, with the alternate gender field checked when the primary field was unavailable. Missing values were not imputed. Drug-specific completeness is shown in Table 1 and Figure S3.
S4. MedDRA queries and exploratory outcome definitions
The primary endpoints used all active narrow-scope members of the official MedDRA 29.0 SMQs Acute renal failure (22 PTs) and Peripheral neuropathy (45 PTs). The broad queries contained 60 and 92 active PTs, respectively, including their narrow members. Current exact PT names were authoritative. An unambiguous exact LLT name could map to its version-29.0 PT; no fuzzy correction or outcome-directed addition was applied. Dictionary sources and derived membership files were hashed. The licensed full MedDRA distribution is not redistributed.
Three unmatched reaction strings occurred in the broader four-drug extraction. Only PARAINFLUENZAE VIRUS INFECTION occurred in the primary cohort, in one report. That report remained eligible, but the unmatched term was assigned to neither endpoint. Tables S2 and S3 retain every narrow-query member, including neonatal and other unobserved terms. A zero count does not change official query membership.
Exploratory definitions included the complete broad SMQs, the exact PTs Acute kidney injury and Neuropathy peripheral, and a custom renal-laboratory set comprising Blood creatinine increased, Blood urea increased, Glomerular filtration rate decreased and Creatinine renal clearance decreased. The laboratory set is not an official SMQ and contains coded reports rather than measured laboratory trajectories. None of these retrieval definitions establishes KDIGO-adjudicated AKI, baseline-referenced eGFR decline or electrophysiologically confirmed neuropathy.
S5. Contingency tables, multiplicity and adjusted models
For each comparison, a denotes momelotinib reports containing the endpoint, b the remaining momelotinib reports, c comparator reports containing the endpoint and d the remaining comparator reports. The reporting odds ratio is ROR = ad/(bc). For positive cells, SE[ln(ROR)] = sqrt(1/a + 1/b + 1/c + 1/d), and the 95% CI is exp[ln(ROR) ± 1.959964 × SE]. When an otherwise informative table contained a zero cell, 0.5 was added to all four cells for the ROR and CI only. Fisher tests used the original counts. If neither group contained the event, the ROR was reported as not estimable and P was set to 1.
Multiplicity was handled in three distinct families: two co-primary Fisher tests with Holm adjustment; six individual-comparator Fisher tests with a separate Holm adjustment; and all 67 component PT tests with Benjamini–Hochberg adjustment. Unobserved PTs remained in the latter family with P = 1. All CIs were nominal. The five PTs displayed in Figure 3 were selected by the stated frequency rule, not by their P values, and were not treated as a separate testing family.
The adjusted model was logit[P(endpoint-containing report)] = intercept + momelotinib indicator + linear receipt-quarter index + US-country indicator + two reporter-group indicators. Reference categories were pooled comparators, non-US country and HCP reporting. Non-HCP and unknown occupation had separate coefficients. There were no missing country values in the primary cohort. Both models included all 4,732 reports, with 127 renal-endpoint and 85 neuropathy-endpoint reports and six design columns including the intercept.
Maximum-likelihood fits were checked for full rank, convergence, finite coefficients, extreme coefficient size, fitted probabilities and warnings. Both models converged with finite estimates; penalized regression was not used. The linear-quarter term imposed a parsimonious log-odds trend and cannot fully represent quarter-specific publicity or regulatory effects. Tables S6 and S7 provide all coefficients and diagnostics. Exponentiated intercepts are baseline odds, not RORs. No discrimination or calibration analysis was performed because these were reporting-association models rather than clinical prediction models.
S6. Sensitivity analyses and analysis availability
Cohort sensitivity analyses changed suspect roles, reporter group, country, study-JAK co-reporting, indication restriction, calendar definition, age eligibility or route quality. HCP and US restrictions were applied to both momelotinib and comparator reports. The no-other-study-JAK analysis excluded any additional eligible systemic study JAK inhibitor recorded in any role; it does not establish monotherapy or JAK-inhibitor-naive treatment. The indication-unrestricted analysis retained the same four-drug universe rather than using an all-other-drug FAERS background.
Exact PT, broad-SMQ and renal-laboratory analyses changed the outcome definition and are identified separately in Table S5 and Figure S1. Broad-neuropathy retrieval and the final route-quality comparison were documented exploratory additions. The complete estimates, raw counts and analysis-specific denominators are retained; these overlapping analyses are not independent validation cohorts.
A spontaneous-only analysis could not be constructed. EXP, PER and DIR denote expedited, periodic and direct submission categories rather than verified solicited or spontaneous origin. Presence of a literature reference was not used as a substitute. Age-and-sex complete-case regression was not fitted because differential missingness would have removed a large and selected subset of reports. Analysis availability and the supporting-file locations are summarized in Table S12.
S7. Event-date completeness, seriousness and endpoint overlap
Therapy records had to match the eligible study-drug sequence and retained snapshot. Identical complete start dates were collapsed. An evaluable interval required exactly one distinct complete valid start date and one complete report-level event date. Competing starts, invalid dates and negative intervals were excluded; partial dates were not imputed. Missing-start, competing-start and missing-event-date categories may overlap in Table S8. Medians and IQRs used the observed intervals and R type-7 quantiles.
The event date pertains to the report and may not identify onset of the endpoint PT. Accordingly, the quantity is described as a reported treatment-start-to-event interval. There was no exposed time-at-risk denominator or event-free follow-up. No Kaplan–Meier, cumulative-incidence or Weibull model was estimated. Figure S2 shows date availability and the 19 individual renal-report intervals; the single neuropathy interval was not treated as a distribution.
A serious report contained at least one OUTC code for death, a life-threatening event, hospitalization, disability, congenital anomaly, required intervention or another serious outcome. Categories could overlap. Tables S9 and S10 describe report-level outcomes and endpoint overlap. An absent code was not interpreted as confirmed absence of that outcome, and co-reporting was not used to infer event-attributable mortality or a combined renal–neurological syndrome.
S8. Reproducibility and supplementary file organization
Supplementary Code 1 provides the extraction and endpoint-resolution scripts, statistical estimation, independent checks, complete aggregate outputs, plotting code, dated retrospective specification and implementation notes. Extraction used Python 3.12.14 and DuckDB 1.5.5; estimation used R 4.6.1. The revised figures use ggplot2 4.0.3 and patchwork 1.3.2. Session information is archived with the analysis and figure files. Independent Python calculations, including explicit hypergeometric probabilities, reproduced the primary contingency-table estimates; relative differences in Fisher probabilities were below 7 × 10−12.
The scripts start from the documented harmonized Parquet schema after configuration of input paths. They do not reconstruct the entire upstream FDA raw-file cleaning process. Only provenance metadata and aggregate outputs are distributed: report-level extraction caches, record-containing model objects and the licensed full MedDRA files are excluded. Table S12 lists exact paths within the code archive. The revised figure-source files preserve both the original endpoint identifier and the display grouping, so exact-PT and broad-query analyses remain distinguishable from the narrow primary endpoints.
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Supplementary Table S1. Drug search concepts and indication eligibility
	Drug
	Ingredient / development codes
	Brand names

	Momelotinib
	MOMELOTINIB; CYT387; CYT-387
	OJJAARA; OMJJARA

	Ruxolitinib
	RUXOLITINIB; INC424; INC-424
	JAKAFI; JAKAVI; OPZELURA (topical exclusion)

	Fedratinib
	FEDRATINIB; SAR302503; TG101348 (optional hyphen/space)
	INREBIC

	Pacritinib
	PACRITINIB; SB1518 (optional hyphen/space)
	VONJO


Names were searched with case-insensitive letter-boundary patterns in active-ingredient and product-name fields. All four groups require the exact normalized indication MYELOFIBROSIS or PRIMARY MYELOFIBROSIS on the eligible drug sequence. Formulation logic and contradictory-route handling are described in Supplementary Methods S2; brand identity is not inferred from another drug in the same report.
Supplementary Table S2. Complete component terms: Acute renal failure (narrow)
	Preferred Term
	PT code
	Momelotinib n
	Comparator n
	ROR (95% CI)
	Fisher P
	BH-adjusted P

	Anuria
	10002847
	0
	1
	1.47 (0.06–36.23)†
	1.000
	1.000

	Azotaemia
	10003885
	0
	1
	1.47 (0.06–36.23)†
	1.000
	1.000

	Haemodialysis
	10018875
	0
	0
	Not estimable
	1.000
	1.000

	Nephropathy toxic
	10029155
	1
	1
	4.43 (0.28–70.90)
	0.335
	1.000

	Oliguria
	10030302
	0
	0
	Not estimable
	1.000
	1.000

	Peritoneal dialysis
	10034660
	0
	0
	Not estimable
	1.000
	1.000

	Renal failure
	10038435
	14
	20
	3.13 (1.58–6.23)
	0.003
	0.044

	Renal failure neonatal
	10038447
	0
	0
	Not estimable
	1.000
	1.000

	Renal impairment neonatal
	10049776
	0
	0
	Not estimable
	1.000
	1.000

	Neonatal anuria
	10049778
	0
	0
	Not estimable
	1.000
	1.000

	Haemofiltration
	10053090
	0
	0
	Not estimable
	1.000
	1.000

	Dialysis
	10061105
	1
	0
	13.29 (0.54–326.49)†
	0.184
	1.000

	Renal impairment
	10062237
	31
	15
	9.45 (5.08–17.58)
	3.22e-13
	2.16e-11

	Continuous haemodiafiltration
	10066338
	0
	0
	Not estimable
	1.000
	1.000

	Acute kidney injury
	10069339
	21
	23
	4.12 (2.27–7.47)
	8.10e-06
	1.81e-04

	Acute phosphate nephropathy
	10069688
	0
	0
	Not estimable
	1.000
	1.000

	Prerenal failure
	10072370
	0
	0
	Not estimable
	1.000
	1.000

	Foetal renal impairment
	10078987
	0
	0
	Not estimable
	1.000
	1.000

	Subacute kidney injury
	10081980
	0
	0
	Not estimable
	1.000
	1.000

	Bile cast nephropathy
	10091498
	0
	0
	Not estimable
	1.000
	1.000

	Non-functional kidney
	10092321
	0
	0
	Not estimable
	1.000
	1.000

	Osmotic nephropathy
	10092605
	0
	0
	Not estimable
	1.000
	1.000


Denominators are 872 momelotinib and 3,860 pooled comparator reports. Each report is counted once per PT but can contain several PTs. All 67 narrow-query members jointly form the BH family, including P=1 for terms not observed in either group. † A 0.5 correction was applied to all four cells for the displayed estimate and interval; Fisher tests use raw counts. Not estimable denotes no observed event in either group. Absence of a term in the data does not remove it from the official query. BH, Benjamini–Hochberg.
Supplementary Table S3. Complete component terms: Peripheral neuropathy (narrow)
	Preferred Term
	PT code
	Momelotinib n
	Comparator n
	ROR (95% CI)
	Fisher P
	BH-adjusted P

	Amyotrophy
	10002027
	0
	0
	Not estimable
	1.000
	1.000

	Axonal neuropathy
	10003882
	1
	1
	4.43 (0.28–70.90)
	0.335
	1.000

	Biopsy peripheral nerve abnormal
	10004846
	0
	0
	Not estimable
	1.000
	1.000

	Guillain-Barre syndrome
	10018767
	0
	0
	Not estimable
	1.000
	1.000

	Myelopathy
	10028570
	0
	1
	1.47 (0.06–36.23)†
	1.000
	1.000

	Nerve conduction studies abnormal
	10029175
	0
	0
	Not estimable
	1.000
	1.000

	Neuralgia
	10029223
	1
	4
	1.11 (0.12–9.91)
	1.000
	1.000

	Neuritis
	10029240
	0
	0
	Not estimable
	1.000
	1.000

	Neuropathy peripheral
	10029331
	34
	29
	5.36 (3.25–8.85)
	1.90e-10
	6.35e-09

	Peripheral motor neuropathy
	10034580
	0
	1
	1.47 (0.06–36.23)†
	1.000
	1.000

	Peripheral nervous system function test abnormal
	10034591
	0
	0
	Not estimable
	1.000
	1.000

	Peripheral sensory neuropathy
	10034620
	1
	1
	4.43 (0.28–70.90)
	0.335
	1.000

	Polyneuropathy
	10036105
	4
	3
	5.92 (1.32–26.52)
	0.025
	0.335

	Polyneuropathy idiopathic progressive
	10036111
	0
	0
	Not estimable
	1.000
	1.000

	Sensory disturbance
	10040026
	0
	1
	1.47 (0.06–36.23)†
	1.000
	1.000

	Sensory loss
	10040030
	0
	1
	1.47 (0.06–36.23)†
	1.000
	1.000

	Miller Fisher syndrome
	10049567
	0
	0
	Not estimable
	1.000
	1.000

	Ischaemic neuropathy
	10051307
	0
	0
	Not estimable
	1.000
	1.000

	Peripheral sensorimotor neuropathy
	10056673
	2
	2
	4.43 (0.62–31.52)
	0.157
	1.000

	Loss of proprioception
	10057332
	1
	0
	13.29 (0.54–326.49)†
	0.184
	1.000

	Demyelinating polyneuropathy
	10061811
	0
	0
	Not estimable
	1.000
	1.000

	Sensorimotor disorder
	10062162
	0
	0
	Not estimable
	1.000
	1.000

	Polyneuropathy chronic
	10064135
	0
	0
	Not estimable
	1.000
	1.000

	Multifocal motor neuropathy
	10065579
	0
	0
	Not estimable
	1.000
	1.000

	Acute polyneuropathy
	10066699
	0
	0
	Not estimable
	1.000
	1.000

	Decreased vibratory sense
	10067502
	0
	0
	Not estimable
	1.000
	1.000

	Toxic neuropathy
	10067722
	0
	0
	Not estimable
	1.000
	1.000

	Radiation neuropathy
	10068886
	0
	0
	Not estimable
	1.000
	1.000

	Autoimmune neuropathy
	10070439
	0
	0
	Not estimable
	1.000
	1.000

	Neuronal neuropathy
	10071579
	0
	0
	Not estimable
	1.000
	1.000

	Notalgia paraesthetica
	10072643
	0
	0
	Not estimable
	1.000
	1.000

	Acute painful neuropathy of rapid glycaemic control
	10072909
	0
	0
	Not estimable
	1.000
	1.000

	Small fibre neuropathy
	10073928
	0
	0
	Not estimable
	1.000
	1.000

	Neuropathic muscular atrophy
	10075469
	0
	0
	Not estimable
	1.000
	1.000

	Tick paralysis
	10077336
	0
	0
	Not estimable
	1.000
	1.000

	Anti-myelin-associated glycoprotein associated polyneuropathy
	10078324
	0
	0
	Not estimable
	1.000
	1.000

	Immune-mediated neuropathy
	10078963
	0
	0
	Not estimable
	1.000
	1.000

	Angiopathic neuropathy
	10079036
	0
	0
	Not estimable
	1.000
	1.000

	Joint position sense decreased
	10081223
	0
	0
	Not estimable
	1.000
	1.000

	Paroxysmal extreme pain disorder
	10081856
	0
	0
	Not estimable
	1.000
	1.000

	Axonal and demyelinating polyneuropathy
	10084153
	0
	0
	Not estimable
	1.000
	1.000

	Lumbosacral radiculoplexus neuropathy
	10085063
	0
	0
	Not estimable
	1.000
	1.000

	Large fibre neuropathy
	10086893
	0
	0
	Not estimable
	1.000
	1.000

	Ascending flaccid paralysis
	10087798
	0
	0
	Not estimable
	1.000
	1.000

	Polyradiculoneuropathy
	10087869
	0
	0
	Not estimable
	1.000
	1.000


Denominators are 872 momelotinib and 3,860 pooled comparator reports. Each report is counted once per PT but can contain several PTs. All 67 narrow-query members jointly form the BH family, including P=1 for terms not observed in either group. † A 0.5 correction was applied to all four cells for the displayed estimate and interval; Fisher tests use raw counts. Not estimable denotes no observed event in either group. Absence of a term in the data does not remove it from the official query. BH, Benjamini–Hochberg.
Supplementary Table S4. Individual-comparator analyses
	Endpoint
	Comparator
	Momelotinib event / non-event
	Comparator event / non-event
	ROR (95% CI)
	Fisher P
	Holm P (6 tests)

	Acute renal failure (narrow)
	Ruxolitinib
	67 / 805
	41 / 2707
	5.50 (3.70–8.17)
	1.71e-17
	1.03e-16

	Acute renal failure (narrow)
	Fedratinib
	67 / 805
	9 / 120
	1.11 (0.54–2.28)
	1.000
	1.000

	Acute renal failure (narrow)
	Pacritinib
	67 / 805
	10 / 973
	8.10 (4.14–15.84)
	1.10e-13
	5.48e-13

	Peripheral neuropathy (narrow)
	Ruxolitinib
	43 / 829
	27 / 2721
	5.23 (3.21–8.51)
	2.06e-11
	8.23e-11

	Peripheral neuropathy (narrow)
	Fedratinib
	43 / 829
	4 / 125
	1.62 (0.57–4.59)
	0.503
	1.000

	Peripheral neuropathy (narrow)
	Pacritinib
	43 / 829
	11 / 972
	4.58 (2.35–8.95)
	1.09e-06
	3.28e-06


Secondary comparisons use the same primary eligible reports. Six tests form a separate Holm family. No zero-cell correction was needed; CIs are nominal and unadjusted for multiplicity.
Supplementary Table S5. Sensitivity and exploratory specificity analyses
	Analysis
	Endpoint
	Momelotinib event / total
	Comparator event / total
	ROR (95% CI)
	Nominal Fisher P

	PS or SS, disjoint
	Acute renal failure (narrow)
	68 / 882
	71 / 4061
	4.69 (3.34–6.60)
	1.71e-17

	PS or SS, disjoint
	Peripheral neuropathy (narrow)
	42 / 882
	47 / 4061
	4.27 (2.80–6.52)
	1.31e-10

	Healthcare professionals
	Acute renal failure (narrow)
	63 / 713
	39 / 1024
	2.45 (1.62–3.69)
	1.68e-05

	Healthcare professionals
	Peripheral neuropathy (narrow)
	33 / 713
	10 / 1024
	4.92 (2.41–10.05)
	2.07e-06

	US only
	Acute renal failure (narrow)
	16 / 407
	28 / 3004
	4.35 (2.33–8.11)
	2.20e-05

	US only
	Peripheral neuropathy (narrow)
	27 / 407
	29 / 3004
	7.29 (4.27–12.44)
	1.43e-11

	No other study JAK co-report
	Acute renal failure (narrow)
	56 / 786
	56 / 3724
	5.02 (3.44–7.34)
	1.23e-15

	No other study JAK co-report
	Peripheral neuropathy (narrow)
	40 / 786
	39 / 3724
	5.07 (3.24–7.93)
	1.00e-11

	Indication unrestricted
	Acute renal failure (narrow)
	91 / 1371
	145 / 15516
	7.54 (5.76–9.86)
	4.48e-39

	Indication unrestricted
	Peripheral neuropathy (narrow)
	67 / 1371
	169 / 15516
	4.67 (3.50–6.23)
	2.17e-20

	Source-quarter window
	Acute renal failure (narrow)
	67 / 873
	71 / 4317
	4.97 (3.53–7.00)
	2.06e-18

	Source-quarter window
	Peripheral neuropathy (narrow)
	43 / 873
	53 / 4317
	4.17 (2.77–6.27)
	9.10e-11

	All ages
	Acute renal failure (narrow)
	67 / 872
	60 / 3862
	5.27 (3.69–7.53)
	9.24e-19

	All ages
	Peripheral neuropathy (narrow)
	43 / 872
	42 / 3862
	4.72 (3.06–7.27)
	1.23e-11

	Exclude route inconsistencies
	Acute renal failure (narrow)
	67 / 872
	57 / 3433
	4.93 (3.43–7.08)
	3.04e-17

	Exclude route inconsistencies
	Peripheral neuropathy (narrow)
	43 / 872
	37 / 3433
	4.76 (3.05–7.44)
	2.27e-11

	Exact PT
	Acute kidney injury PT
	21 / 872
	23 / 3860
	4.12 (2.27–7.47)
	8.10e-06

	Exact PT
	Neuropathy peripheral PT
	34 / 872
	29 / 3860
	5.36 (3.25–8.85)
	1.90e-10

	Exploratory broad SMQ
	Acute renal failure (broad)
	79 / 872
	85 / 3860
	4.42 (3.23–6.07)
	8.54e-19

	Exploratory broad SMQ
	Peripheral neuropathy (broad)
	55 / 872
	122 / 3860
	2.06 (1.49–2.86)
	4.11e-05

	Exploratory laboratory set
	Renal laboratory set
	11 / 872
	14 / 3860
	3.51 (1.59–7.76)
	0.003


Each row changes the stated reporting-frame or event definition; all other primary rules apply unless explicitly relaxed. The PS+SS cohort is re-formed with mutual exclusion and need not contain every primary report. These are overlapping, non-independent comparisons. Nominal P values are descriptive and are not additional primary tests.
Supplementary Table S6. All coefficients of the report-characteristic logistic models
	Endpoint
	Model term
	Log-odds coefficient
	Standard error
	exp(coefficient) (95% CI)
	Nominal Wald P

	Acute renal failure (narrow)
	Intercept
	-2.7740
	0.2170
	0.06 (0.04–0.10)
	2.00e-37

	Acute renal failure (narrow)
	Momelotinib vs pooled comparator
	1.0058
	0.2114
	2.73 (1.81–4.14)
	1.95e-06

	Acute renal failure (narrow)
	Receipt quarter, per quarter
	-0.0476
	0.0338
	0.95 (0.89–1.02)
	0.159

	Acute renal failure (narrow)
	US vs non-US
	-0.8488
	0.2178
	0.43 (0.28–0.66)
	9.74e-05

	Acute renal failure (narrow)
	Non-HCP vs HCP
	-1.4398
	0.3632
	0.24 (0.12–0.48)
	7.35e-05

	Acute renal failure (narrow)
	Unknown reporter vs HCP
	-0.8429
	0.3326
	0.43 (0.22–0.83)
	0.011

	Peripheral neuropathy (narrow)
	Intercept
	-4.9161
	0.3819
	0.007 (0.003–0.015)
	6.38e-38

	Peripheral neuropathy (narrow)
	Momelotinib vs pooled comparator
	1.6496
	0.2734
	5.21 (3.05–8.90)
	1.61e-09

	Peripheral neuropathy (narrow)
	Receipt quarter, per quarter
	0.0320
	0.0434
	1.03 (0.95–1.12)
	0.461

	Peripheral neuropathy (narrow)
	US vs non-US
	0.1742
	0.2778
	1.19 (0.69–2.05)
	0.531

	Peripheral neuropathy (narrow)
	Non-HCP vs HCP
	0.1784
	0.3515
	1.20 (0.60–2.38)
	0.612

	Peripheral neuropathy (narrow)
	Unknown reporter vs HCP
	0.1317
	0.3426
	1.14 (0.58–2.23)
	0.701


All 4,732 reports were used in each model. For the drug term, exp(coefficient) is the adjusted ROR; exponentiating the intercept gives baseline odds, not an ROR. Reference groups are pooled study comparators, non-US country and HCP reporter. These associations are not clinical risk factors. HCP, healthcare professional. The neuropathy intercept is shown to three decimal places to avoid rounding a positive confidence limit to zero.
Supplementary Table S7. Recorded model fitting diagnostics
	Endpoint
	Reports
	Events
	Rank / columns
	Converged
	Fitted probability range
	Warnings

	Acute renal failure (narrow)
	4732
	127
	6 / 6
	TRUE
	0.0041–0.1458
	None

	Peripheral neuropathy (narrow)
	4732
	85
	6 / 6
	TRUE
	0.0073–0.0666
	None


Six columns include the intercept; both models were full rank. Maximum absolute coefficient was below 5 in both models. Finite estimates and convergence do not establish exchangeability, correct clinical adjustment or absence of all model misspecification.
Supplementary Table S8. Treatment-start-to-event-date information and exclusions
	Drug
	Report group
	Total
	No complete start
	>1 distinct start
	No complete event date
	Negative interval
	Usable
	Same day
	Median (IQR), days

	Momelotinib
	All eligible reports
	872
	711
	0
	565
	2
	92
	10
	24.00 (6.75–89.00)

	Momelotinib
	Acute renal failure (narrow)
	67
	41
	0
	31
	0
	19
	3
	18.00 (4.00–41.00)

	Momelotinib
	Peripheral neuropathy (narrow)
	43
	41
	0
	31
	0
	1
	1
	Not summarized (n<3)

	Ruxolitinib
	All eligible reports
	2748
	2221
	0
	2238
	20
	262
	19
	271.00 (38.00–920.25)

	Ruxolitinib
	Acute renal failure (narrow)
	41
	32
	0
	32
	1
	5
	0
	421.00 (198.00–929.00)

	Ruxolitinib
	Peripheral neuropathy (narrow)
	27
	23
	0
	23
	0
	2
	0
	Not summarized (n<3)

	Fedratinib
	All eligible reports
	129
	71
	3
	71
	3
	27
	1
	55.00 (10.50–176.00)

	Fedratinib
	Acute renal failure (narrow)
	9
	4
	0
	6
	1
	2
	0
	Not summarized (n<3)

	Fedratinib
	Peripheral neuropathy (narrow)
	4
	2
	0
	2
	0
	2
	0
	Not summarized (n<3)

	Pacritinib
	All eligible reports
	983
	328
	1
	663
	2
	231
	102
	3.00 (0.00–116.00)

	Pacritinib
	Acute renal failure (narrow)
	10
	5
	0
	8
	0
	1
	0
	Not summarized (n<3)

	Pacritinib
	Peripheral neuropathy (narrow)
	11
	3
	0
	6
	0
	4
	3
	0.00 (0.00–46.50)


Missing-start, multiple-start and missing-event categories may overlap and should not be added to derive usable n. Negative intervals require otherwise linkable dates. Usable n requires one complete valid start, one complete report-level event date and a nonnegative interval. The interval is not necessarily onset of the endpoint PT. Very small groups are not summarized as distributions; the single momelotinib neuropathy interval was zero days. IQR uses R type-7 quantiles.
Supplementary Table S9. Characteristics of reports containing a primary endpoint
	Drug
	Endpoint
	Reports
	Serious
	Death
	Hospitalization
	Life threatening
	Age available
	HCP

	Momelotinib
	Acute renal failure (narrow)
	67
	66
	5
	24
	2
	15
	63

	Momelotinib
	Peripheral neuropathy (narrow)
	43
	40
	0
	0
	0
	18
	33

	Ruxolitinib
	Acute renal failure (narrow)
	41
	41
	5
	22
	2
	14
	27

	Ruxolitinib
	Peripheral neuropathy (narrow)
	27
	27
	0
	4
	2
	7
	7

	Fedratinib
	Acute renal failure (narrow)
	9
	9
	1
	6
	0
	7
	7

	Fedratinib
	Peripheral neuropathy (narrow)
	4
	4
	0
	0
	0
	4
	2

	Pacritinib
	Acute renal failure (narrow)
	10
	10
	2
	7
	0
	9
	5

	Pacritinib
	Peripheral neuropathy (narrow)
	11
	8
	0
	2
	0
	8
	1


Counts are reports, not adjudicated event-specific outcomes. Seriousness categories overlap. Death and hospitalization cannot be attributed to the endpoint or study drug; absence of a code is not proof of absence of the outcome.
Supplementary Table S10. Overlap of the two primary endpoints
	Drug
	Renal only
	Neuropathy only
	Both
	Neither

	Momelotinib
	66
	42
	1
	763

	Ruxolitinib
	39
	25
	2
	2682

	Fedratinib
	9
	4
	0
	116

	Pacritinib
	10
	11
	0
	962


Counts partition each drug-specific primary cohort. Co-reporting neither proves a shared mechanism nor establishes temporal concurrence. The endpoints were never combined for the primary analysis.
Supplementary Table S11. Initial FDA receipt quarter of eligible reports
	Quarter
	Momelotinib
	Ruxolitinib
	Fedratinib
	Pacritinib

	2023Q4
	26
	283
	19
	188

	2024Q1
	62
	259
	9
	170

	2024Q2
	60
	298
	18
	108

	2024Q3
	36
	271
	12
	74

	2024Q4
	68
	263
	16
	84

	2025Q1
	59
	228
	9
	73

	2025Q2
	125
	239
	12
	68

	2025Q3
	133
	242
	11
	50

	2025Q4
	124
	206
	9
	75

	2026Q1
	88
	256
	6
	39

	2026Q2
	91
	203
	8
	54


Quarter refers to the initial receipt date, not the source quarter of the retained follow-up version. Counts are not prescribing volume or exposure time and cannot be used as denominators for clinical incidence.
Supplementary Table S12. Reproducibility inventory and analysis availability
	Item
	Location in Supplementary Code 1
	Scope / limitation

	Retrospective specification
	00_protocol/analysis_plan_v1.md; 00_protocol/analysis_plan_implementation_log.md; 03_analysis/analysis_notes.md
	Specification after feasibility inspection; route correction and exploratory additions documented

	Source and linkage
	02_data/phase1_provenance.json; 02_data/source_artifact_hash_verification.csv; 02_data/extract_relation_qc.csv; 02_data/source_deleted_winner_check.csv; 02_data/source_demo_uniqueness.csv
	Audited harmonized inputs; not an independent rebuild of all quarterly source files

	Drug identification
	03_analysis/01_extract_audit.py; 02_data/drug_name_mapping.csv; 04_results/route_formulation_audit.csv; 04_results/route_conflict_main_audit.csv
	Observed names and formulation/route decisions

	Endpoint definitions
	03_analysis/01c_endpoint_dictionary.py; 03_analysis/02_prepare_analysis.py; 02_data/endpoint_dictionary.json; 02_data/endpoint_dictionary.csv
	Query membership and mapping; licensed full dictionary excluded

	Estimation and independent checks
	03_analysis/03_estimate.R; 03_analysis/05_validate_results.py; 03_analysis/06_independent_model_check.py; 06_manuscript/independent_model_QA.json
	Raw contingency counts, effect estimates, model checks and independent verification

	Frozen aggregate results
	04_results/FINAL_v2_validation.json; 04_results/result_file_hashes.json; 04_results/*.csv
	Complete aggregate outputs, including zero and null findings

	Revised figures
	revision_v2_20260912/03_scripts/plot_figures_v2.R; revision_v2_20260912/04_figures/figure_legends.json; revision_v2_20260912/04_figures/source_data/
	R/ggplot2 graphics and plotted source data; original endpoint identifiers retained

	Analysis availability
	04_results/planned_analysis_availability.csv
	Unavailable spontaneous-only, age/sex-adjusted and all-drug-background analyses

	Clinical references
	01_literature/search_log.md; 01_literature/references.json; revision_v2_20260912/05_manuscript/reference_manifest.json
	Verified source metadata and author–year citation mapping


Paths are relative to Supplementary Code 1. Input paths must be configured for the receiving environment. Report-level caches and the licensed full MedDRA distribution are excluded. The FINAL_v2 marker identifies the corrected statistical freeze; the manuscript revision does not denote a new analysis.

Supplementary Figure S1. Sensitivity and outcome-specificity analyses
(a) Renal outcomes. (b) Peripheral nerve outcomes. Points and horizontal lines show crude reporting odds ratios and 95% confidence intervals against pooled active-comparator reports. Counts are endpoint-positive reports divided by eligible reports under each specification. All 21 analysis rows are displayed. The narrow SMQ defines each endpoint unless the row explicitly names an alternative definition. The exact terms are Acute kidney injury and Neuropathy peripheral; broad-SMQ and renal-laboratory rows are exploratory specificity analyses. The PS-or-SS analysis reapplied mutually exclusive drug assignment and is not a nested expansion of the primary cohort. The dashed line denotes ROR = 1. Intervals are nominal; sensitivity comparisons were interpreted descriptively. PS, primary suspect; SS, secondary suspect; SMQ, Standardised MedDRA Query.
[image: Supplementary Figure S1. Sensitivity and outcome-specificity analyses]
Supplementary Figure S2. Availability and distribution of reported treatment-start-to-event intervals
(a) Proportion of momelotinib endpoint reports with one unique complete, valid treatment-start date linked to the eligible drug sequence and a complete event date, yielding a nonnegative interval. (b) All 19 evaluable renal intervals; each point represents one report. Horizontal positions retain exact reported intervals, and vertical staggering only separates overlapping points. Median, 18 days; interquartile range, 4–41 days. Three renal reports had a same-day interval. Only one neuropathy report had a usable interval, of zero days, so no neuropathy distribution or time-to-event model is shown. FAERS event dates are report-level and do not establish the onset date of a particular preferred term.
[image: Supplementary Figure S2. Availability and distribution of reported treatment-start-to-event intervals]
Supplementary Figure S3. Reporting composition and demographic-field availability
(a) Reporter-category composition and the proportion of US reports. HCP percentages are directly labelled above the stacked bars; the US column uses the same drug-specific denominator. (b) Availability of valid age and recorded sex (female or male). Percentages use all eligible reports for each drug: momelotinib, 872; ruxolitinib, 2,748; fedratinib, 129; pacritinib, 983. Reporter groups are healthcare professionals (HCP), non-healthcare professionals and unknown. These descriptive differences characterize the reporting populations; no between-drug significance test was performed.
[image: Supplementary Figure S3. Reporting composition and demographic-field availability]
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Supplementary

methods

S1.

Data

source,

case

retention

and

table

linkage

The

analysis

used

the

harmonized

source

build

faers_2026Q2_v1_1_lightweight_full_90q_20260803,

completed

on

3

August

2026.

Its

inventory

covered

630

core

files

across

90

quarters

(2004Q1

–

2026Q2),

including

24,812,425

original

demographic

rows.

The

build

applied

31

cumulative

FDA

deletion

lists

containing

229,233

distinct

case

identifiers

and

retained

20,588,504

valid

case

reports.

All

seven

study-source

Parquet

files

matched

the

accompanying

SHA256

manifest.

These

checks

verified

the

local

source

build;

the

study

did

not

independently

reconstruct

every

historical

FDA

release.

Case

retention

prioritized

the

latest

valid

CASEVERSION.

Ties

were

resolved

by

source

quarter,

FDA

receipt

date,

primary

report

identifier

and

source-row

order.

The

upstream

audit

found

no

severe

key-

conflict

groups

or

deleted

identifiers

among

retained

cases.

Historical

missing

case

identifiers

and

unresolved

drug-sequence

orphans

remained

documented

in

the

source

metadata.

Study-specific

child-

table

joins

required

the

retained

case

key,

primary

report

identifier

and

source

quarter,

preventing

the

combination

of

drug

and

reaction

records

from

different

report

versions.

The

independent

four-drug

extraction

identified

85,635

distinct

reports

in

any

drug

role

before

study

eligibility

was

applied.

Report

–

drug

and

report

–

PT

duplicates

were

collapsed

within

the

retained

snapshot.

Each

SMQ

endpoint

was

the

union

of

its

qualifying

PTs,

counted

once

per

report.

Reports

with

different

CASEIDs

were

not

merged

automatically

because

no

validated

cross-case

duplicate

classifier

was

available.

S2.

Drug

identification

and

indication

linkage

Case-insensitive

searches

combined

the

active-ingredient

and

reported-product

fields

using

generic

names,

brands

and

development

codes

with

letter-boundary

checks.

Ingredient-name

matching

captured

salt

forms.

Table

S1

lists

the

search

concepts;

observed-name

mappings

are

included

in

Supplementary

Code

1.

Eight

ruxolitinib

secondary-suspect

entries

with

blinded-treatment

descriptors

had

initial

receipt

dates

outside

the

study

window

and

contributed

to

neither

the

primary

nor

expanded-role

analysis.

Topical

ruxolitinib

products

were

excluded

using

formulation

identity.

OPZELURA

and

explicit

cream

or

ointment

descriptors

were

excluded.

JAKAFI/JAKAVI

oral-brand

identity

took

precedence

over

an

inconsistent

route

field

unless

an

explicit

topical

product

descriptor

created

an

identity

conflict.

