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PURPOSE / OBJ ECTIVES RESULTS DISCUSSION

A A A * Overall FCA rate of 17.9% among phase 3 oncologic RCTs.
With increasing representation of Wome'_" in medicine, Trial/Author Characteristic Associated with FCA Trials With FCA, No. (%) p-value * Proportion of FCA increasing over time, at estimated rate of
recent efforts have attempted to determine whether All included trials: 107/598 (17.9%) +1.2% annually; this echoes approximate 1.0% increase in
women are well-represented among leaders of Industry funding of trial: Yes 67/465 (14.4%) <0.001 rate of female academic hematologist-oncologists
academic medicine and high-impact studies.!3 No 40/133 (30.1%) S annually.?
* Therefore, we here report representation of female Cooperative group trial: Les :sﬁi gjg;; p=0.001  The absolute percentage of FCA for these trials does not
lead authors for oncologic phase 3 randomized , 0 = reflect percentage of female academic heme-oncs during
] Trial Success (PEP met): Yes 45/294 (15.3%) . . . . 2
controlled trials (RCTs). No 56/274 (20.4%) p=0.11 this time, which ranged 35-40% during 2010-2015.
. . : — Limitations of comparison without contemporary data from
* RCTs, which generally represent the gold standard of Disease Site Breast 36/105 (34.3%) start of trial designp/ enrollment borary
evidence in clinical medicine, advance both the Gastrointestinal 6/76 (7.9%) '
standard of care for patients as well as the career Genitourinary 5/69 (7.2%) 5<0.001 * FCA raFe lower amc.mg mdustry-sponsore.d 'frlals, possibly
trajectories of lead investigators. Head and n.eck 9/23 (39.1%) refle.ct.mg gender biases seen elsewhere in interface w/
Hematologic 11/118 (9.3%) medicine.>”’
* Trial leadership is an important factor for promotion Thoraci 11/87 (12.6%
P . p. . P . Orac',c /87| ) * Future efforts will work to better understand and address
and tenure, prominence in the field, and access to Modality: Systemic Therapy 65/462 (14.1%) , , )
: " . . reasons for differential gender imbalances across these
subsequent funding opportunities. Radiotherapy 5/16 (31.3%) 0<0.001 factors 811
We sough ify th jon of RCTs led b urgery 0/710.0%) | '

e sought to quantl y the pro;.)ortlon ° > ‘? y Supportive Care 37/113 (32.7%) * Limitation: mandate of CT.gov has shifted since initiation in
women over tl.me, and dejcermlne factors as.soaated Country/World Region: USA 74/329 (22.5%) 2000; older trials, trials that do not utilize systemic therapy,
with female trial leadership among oncologic RCTs. Canada 4/20 (20.0%) 5=0.001 and trials without enrollment in the USA may be

 Specific focus was placed on the role of industry EUITO[DE 23/191 (12.0%) | underrepresented.'*?
. . . Asi 1/44 (2.3% e er ue . . .
sponsorship & cooperative group support for trials, as _ , : > /44 o) * Limitation: temporally-unrestricted window for analysis.
. . . Domestic Region (US-only): West 15/58 (25.9%) ) . .
well as trends in rates of female trial leadership over Southwest 4/46 (8.7%) Major expansion of CT.gov mandate in 2007, and only 21
° ¢ Y . 0 ° . . . . . .
time. Midwest 19/69 (27.5%) 0=0.03 trials 2334) in this series had primary publication Prlor.to
Northeast 21/1121 (18.8%) 2007.. ' T.herefore, the rate change of FCA over t.lme I.|kely
Southeast 15/44 (34.1%) remains valid and unaffected by era-related selection bias.
MATE R |A L S & M ETH O DS  Conclusions: FCA rates for oncologic RCTs are low overall,
but these rates are slowly improving over time. Gender
rials identifeg  Table 1 highlights trial and author factors : as e : : : :
 ClinicalTrials.gov queried on Nov. 19, 2017 to identify oncologic . 25 associated with female corresponding authorship dIS.pE.IrItIe.S 'n t,n?l leadership persrlst, with partlcular.ly
RCTs. Figure 1. (FCA), including indust hi striking disparities noted among industry-funded trials.
, Flowchart of clinical g » INCIUCING INAUSTrY SPONSOrSAIP.
 The following search parameters were used: Terms: “cancer”;

. .. t ri a I screen i N ) Reasons for trial 'e.xclusion: ° H o
Study Type: “All Studies”; Status: excluded “Not yet recruiting”; ey ey 5 L Goncer prevention (ne31) FCA refers t.O the corresponfilng aUthor' REFERENCES
. ) . . . . - Phase 1/2 (n=12)
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. . . . . . Ineligible trials i I I I un oloci chmi aceachern agsi R. Representation of women as authors of collaborative cancer clinical trials.
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