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Background Overview of Methods Study visits and assessments

« Clinical and epidemiological studies suggest an association between + Phase |l single-centre superiority trial Recruitmentfrom BCCH or self-
. . . . . . . referral from community;
childhood-onset OCD and altered immune function/inflammatory events. » Two parallel groups: celecoxib 100 mg twice daily and placebo no change to usuafmz
« Clinical practice guidelines suggest non-steroidal anti-inflammatory + Participant, care provider, investigator, and outcomes assessor are T
drugs such as cyclooxygenase (COX) inhibitors as third-line adjunctive blinded/masked to treatment assignment
. . . . . . . . . . . . pe Inf d h ing;
therapy in adults with OCD and in children with pediatric acute-onset » Randomized 1:1 allocation with random block size, stratified by MINLID diagnostiolntorviow —
neuropsychiatric syndrome (PANS) and pediatric autoimmune baseline symptom severity (CYBOCS score 16-23 vs. 224) ! Baseline bloodwork:
neuropsychiatric disorder associated with streptococcal infections » Target recruitment is 80 participants (40 per arm) Particioant/oarent Questionnaires Set1: | CBC: Ch electrolytes, liver
(PANDAS), but there is limited empiric evidence for this approach. + The primary outcome is OCD severity (as measured by total CY-BOCS Including PGl and treatment expectancy i i b
« COX enzymes oxidize arachidonic acid to prostaglandins, which score) after 12 weeks in the celecoxib compared to placebo arm, Madertnog e quosk e Baseline measurements:
modulate neuronal function and inflammation in the central nervous adjusted for baseline OCD severity Study visit #1 — | Height,weight,blood
system. Pre-clinical studies and preliminary data in adults suggest that + Participants will be invited to participate in ancillary studies including I wm—se e OO
COX-2 inhibition can modulate mood and anxiety symptoms. blood/saliva/stool collection for future biomarker analyses. PANS/PANDAS and tic assessments,
.. . . treatment (¢
- —— . + Refer to Clinicaltrials.gov (NCT04673578) for more details. e :
Genetic and epigenetic &> Environmental factors i, Primary Outcome Measure:
susceptibility e.g. infection, psychosocial stress e g:iaseve¢yldeéemlngibbymml
Z ren's Yale-Brown Obsessive-
Pl N ey eae R . (Week 0) Compulsive Scale (CY-BOCS)score
after 12 weeks in the celecoxib
/ CNS inflammation \ Peripheral inflammation ) Key e | Igl b I I Ity C r I te r I a / \ compared to placebo arm, adjusted
Microglia <> Neurons PIY Cytokines, chemokines Celecoxib Flacebo for baseline OCD severity.
Consiutive COX-1 Consiitutive COX-1 Gut microbiome and metabolites + DSM-5 diagnosis of OCD based on prior clinician assessment and iy =T
Inducible COX-2 Constitutive & inducible COX-2 Peripheral blood mononuclear cells . i . . . L S dary Out Measures:
Other cell types (e.g. endothelium) standardized dlagnostlc MINI-KID interview J/ i/ Refer to clinicaltrials.gov.
\ Prostaglandins P4 > COX-2 generally inducible ) + CY-BOCS score of 216 (moderate —to-severe OCD) Participantiparent Questionnaires Set2: | ol oL
eukotrienes | < « No treatment changes in past 4 weeks or during study period Bk bbb ;";:;f;:;gg{'f Patient global impression (PGI);
Endocannabinoid metabolfes e e + Parent/ legal guardian with capacity to provide informed consent Study visit#2 el s el
elective -2 (e.g. celecoxil 3
¢ Non-selective (e.g.g naproxen) ) Week 6 oulcomesl; PANﬁS/PAN DAS
Gh';ﬂamate_ excﬂO'IOX_'C'*Y N Clinician Measures Set 2: CY-BOCS, CGI, g;j;i?:::y?gebs‘g;‘s’ﬁz Cf,::pu,sive
onoamine dep letion Research priorities: S u m m a r PANS/PANDAS and tic assessments, Inventory — Child Version (OCI-CV)
\ Neuronal and synaptic dysfunction j (a) Broad peripheral immunophenotyping y treatment expectancy i
¢ fordbiomarker discovery to predict risk ¢
and treatment response [OBE] . -
b) Furthi luation of the differential Cildran's H : ih i H _ Particij /parent Qi i ires Set 3:
[ Neuropsychiatric symptoms ] L e#ec;:[;vgg;_lgr\],:_ noﬁ,sle;g:ir\]: """’"" The AdJUCtIVG EDCOXID In ChlldhOOd Includiqgadhergnce andadverge'evelnts.
NSA!Ds and their mechanisms Onset OCD (ACE-OCD) StUdy will be the experience of virtual study participation Follow-up bloodwork:
‘L © :&T;g:ecs:ge):\-é '3.?:5’ ':'f;:n':ef:"dren first to assess the efficacy and safety of Studyvisit#3 | — gggmi;e;:mm:cl:ﬁ;
N devel N . . o . . . Week 12 "
Long-term function and gualty ofife resistance (e.g. OCD) ) adjunctive celecoxib in pediatric OCD. It o ce studies (Inflammatory
Medical and psychiatric comorbidities . . - has been approved by the UBC C&W glg;m};;%g/;;xuor:fss;nljacc)’ﬁocs, © markers/microbiome)
. Research Ethics Board and a No Objection
Pri mar Ob-ective Letter has been received from Health "
y VD] Canada. Funding and contact
i i R ive inhibi i Bl
To.determlne the efficacy of the CQX 2-selective inhibitor celecc?mb as an %ﬁ This studv is currently oben to recruitment Sa2. Resident email: cwestwellroper@bcchr.ubc.ca
adjunct to treatment-as-usual in children and youth aged 7-18 with SE y y op : Ech“"d\ér;,s Study email: aceocd@bcchr.ca
moderate-to-severe OCD. Hospital Twitter: @cwestwellroper




