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 The prevalence of pediatric autoimmune
diseases has continued to rise in the
previous decade.’

e Autoimmune diseases often require
complex treatment options that pose
challenges to healthcare professionals.

e These obstacles are often met via

® Our results suggest an alarming rate
of discontinuation and

* From our search, 2009 trials were Initially returned, of those 1098 met inclusion criteria.

* The most commonly studied autoimmune disease types were type 1 diabetes (664/1098, 60.5%) and arthritis
(164/1098, 15.0%). The most common intervention was pharmacologic (542/1098, 49.4%) (Table 1). non-publication among pediatric

* We found that 17.1% (188/1098) of studies were discontinued and 18.9% (207/1098) were completed. autoimmune clinical trials.

» 395 trials had a status of completed or discontinued — 91.3% (189/207) of completed trials and 81.9% » Trial discontinuation is warranted
(154/188) of discontinued trials did not have preliminary results published (Table 2). under certain conditions, however the

most common reasons are often

initiation of clinical trials. The NIH annually oo . N o o0 - breventable. 10
invest approximately $1.0 billion to Disease Type . . .

. 5 Anemia 3(33.33) 1 (11.11) 5 (55.56) 0 (0) 9 (0.82)  The rates of discontinuation and

autoimmune research alone. DM I 101 (15.21) 36 (5.42) 420 (63.25) 107 (16.11) 664 (60.47) blicati bat
L . iy 2 (40) 000 (60, 0 (0) < (0.46) non-publication may exacerbate
* The pEdlat”C pOpUIatIOn POSES a L 12 (33.33 1(2.78 17 (47.22 6 (16.67 36 (3.28 ' ' ' '

. . . . upus (3333) (2.78) (4722) (16.67) (3.28) barriers to pediatric trials and reveal
multitude of barriers regarding trial PANDAS 2 (28.57) 0 (0) 3 (42.86) 2 (28.57) 7(0.64) " hiects’ right ¢ validated
en rOI I ment 3 nd |n Itlatlon 3-5 Thrombocytopenia 9 (20.93) 1(2.33) 25 (58.14) 8 (18.6) 43 (3.92) OW Su JeC S rlg S dre not validate

. ] . arthritis 30 (18.18) 10 (6.06) 98 (59.39) 27 (16.36) 165 (15.03) as OUtl | ned in The Declaration Of
e These barriers often result in celiac 7 (25) 0 (0) 13 (46.43) 8 (28.57) 28 (2.55) Helsinki 11
. . . dermatmyositis or .
nonpublication, delayed medical . 1 (12.5) 0 (0) 6 (75) 1 (12.5) 8 (0.73) A A
P ’ Y . other 25 (30.12) 5(6.02) 33 (39.76) 20 (24.1) 83 (7.56) X*2(30) = 44.68, P ° We U rg e th e P, N I C H Q , dll d Oth er
advancements, unnecessary risk, and the 1. o = o o e oo P . .
. 6-9 Sclerosi GO © (46) (1) SED) = institutions to formalize accountability
squandering of research funds. Intervention Type : n h . g
Behavioral (Device) 15 (17.65) 6 (7.06) 58 (68.24) 6 (7.06) 85 (7.74) Oor researchers roug proceSS an
_ Behavioral (Mental) 33 (21.15) 9 (5.77) 87 (55.77) 27 (17.31) 156 (14.21) pOl ICy
Behavioral
. . o (Physical Activity) 7 (20.59) 2 (5.88) 20 (58.82) 5(14.71) 34 (3.1)
e Our ObJ ectives assessed the characteristics Device (Medical) 34 (17) 11 (5.5) 125 (62.5) 30 (15.00) 200 (18.21)
. . . . . Drug 101 (18.63) 25 (4.61) 313 (57.75) 103 (19.00) 542 (49.36)
and rates of discontinuation of P ediatric Other 15 (23.81) 3 (4.76) 31 (49.21) 14 (22.22) 63 (5.74) XA2(18) = 14.47, P
autoimmune clinical trials registered with Surgical Technique 2 (11.11) 1(5.56) 12 (66.67) 3 (16.67) 18 (1.64) =70
- - . . Funding Source
the National Library of Medicine between Industry 58 25 202 47 332
2008 and 2021 . US Federal Grant 19 7 104 18 148
Other 130 25 340 123 618 Xr2(2) =2.2,0.32
Table 1: Clinical trials for pediatric autoimmune diseases and intervention types by trial status.
Total Not Published Published
_ No. (%) No. (%) No. (%) Test
. S . Disease Type
» Using ClinicalTrials.gov, we performed pm—n 3(0.76) 3 (100.00) 0 (0.00)
a cross-sectional study on all pediatric DM 208 (32.66) 180 (86.34) 28 (13.46)
_ o : HIV 2 (0.51) 1 (50.00) 1 (50.00)
autoimmune clinical trials conducted Lupus 18 (4.56) 16 (88.89) 2 (11.11)
PANDAS 4 (1.01) 3 (75.00) 1 (25.00)
frqm 2008 tO 202 1 ] Thrombocytopenia 17 (4.3) 16 (94.12) 1 (5.88)
* Trials included in our study were arthritis 57 (14.43) 49 (85.96) 8 (14.04)
: : : . : li 15 (3.8 13 (86.67 2 (13.33
pediatric autoimmune clinical trials ) 000 ——
) ) ) dermatmyositis or (.. 2 (0.51) 2 (100.00) 0 (0.00)
with an interventional treatment. other 45 (11.39) 38 (84.44) 7 (15.56)
. ] I — 24 (6.08) 22 (91.67) 2 (8.33) Fisher's exact = .85 1. Glov-vi.r’lska-Olsz-ewska B, Szablowski M, Panas P, et al. Increasing Co-ogcurrence of
¢ Th e fOI IOW' ng d ata WaS eXt ra Cted . th e - Additional Autoimmune Disorders at Diabetes Type 1 Onset Among Children and
. y - . . Intervention Type Adolescents Diagnosed in Years 2010-2018—Single-Center Study. Frontiers in
trial’s P hase, Intervention, autoimmune Behavioral (Device) 21 (5.32) 17 (80.95) 4(19.05) Endocrinology. 2020;11. doi:10.3389/fendo.2020.00476 | | |
. . 2. RePORT. Accessed January 11, 2023. https://report.nih.gov/funding/categorical-spending#/
d |Sease type, tnal Status, and Behavioral (Mental) 60 (15.19) 47 (78.33) 13 (21.67) 3. [No title]. Accessed January 11, 2023. o o S
. ] Behavioral (Physica 12 (3.04) 12 (100.00) 0 (0.00) http:://?fww.errclla.l.§uri)pa.e(lll/elzfdoc(lll-mte-nts/sme?ttloﬁc-gulclie-hne/llch-e1(11;1 -guideline-clinical-in
. . . . vestigation-medicinal-proaucts-pediatric-popuiation-révision-1_ en.p
| nte rve ntlo n type ] Disias (Milsclal) 64 (16.2) 59 (92.19) 5(7.81) 4. aldwell PHY, Murphy SB, Butow PN, Craig JC. Clinical trials in children. Lancet.
' ; ; 2004;364(9436):803-811.
¢ VVe th e n assessed rateS Of Drug 204 (51.65) 178 (87.25) 26 (12.75) 5. Di Pietro ML, Cutrera R, Teleman AA, Barbaccia ML. Placebo-controlled trials in pediatrics
] ] ] ] - Other 29 (7.34) 25 (86.21) 4 (13.79) e(tjr;d 1the child(;s1 best inteizst. Iéaf) i] Pediatr. 2?1 15;41 d 11. ; ) o
6. almers I, Glasziou P. Avoidable waste in the production and reporting of research evidence.
d ISCOHtI nu atlon by trlal Cha ra Cte rIStICS - Surgical Technique 5(1.27) 5(100.00) 0 (0.00) Fisher's exact = .24 Obstet Gynecol. 2009;114(6):1341-1345. P P :
. 7.  Schmucker C, Schell LK, Portalupi S, et al. Extent of Non-Publication in Cohorts of Studies
| t| d t ' d th t f Funding Source A dby R h Ethics Committ Included in Trial Registries. PLoS ONE
o pprove Yy Kescarc 1CS Lommittees or Inciudacda in iria CZISIrICS. (0] .
dsS ys we determine e rales o Industry 105 (26.58) 93 (88.57) 12 (11.43) 2014;9(12):¢114023. doi:10.1371/journal.pone.0114023
. . . . 8. Lievre M, M¢énard J, Bruckert E, et al. Premature discontinuation of clinical trial for r n
publication versus nonpublication of US Federal Grant 37037 31 (8378) 6 (16:22) | ot related to efficacy, safety, or feasibility. BMJ. 2001 322(1286):603-605.
I t d d d ) t d t ) I Other 253 (64.05) 219 (86.56) 34 (13.44) Fisher's exact = .72 9. Deichmann RE, Krousel-Wood M, Breault J. Bioethics in Practice: Considerations for
C letion Stat Stopping a Clinical Trial Early. Ochsner J. 2016;16(3):197-198.
CO m p e e a n ISCO ntn u e I a S . CEPER R 10. Psaty BM, Rennie D. Stoppin}; Medical Research to Save Money. JAMA. 2003;289(16).
Complete 207 (52.41) 189 (91.30) 18 (8.70) do1:10.1001/iama. 289,16 3128
Discontinued 188 (47.59) 154 (81.91) 34 (18.09) Fisher's exact = .007 11. Goodyear MDE, Krleza-Jeric K, Lemmens T. The Declaration of Helsinki. BM.J.
Table 2: Publication status of clinical trials for pediatric autormmune among those whose status was 2O0T33(7021):624-625.

completed or discontinued (n=395)
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