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Introduction Results (cont.

 The Mini International Neuropsychiatric Interview (MINI) Table 1. Descriptive Statistics for MINI and PANSS Durations (in Minutes), PANSS Total Score
for Psychotic Disorders Studies is a widely used Mean Median SD | Minimum | Maximum
diagnostic screening assessment for schizophrenia trials. MINI Duration (N=124) 28 23 16 12 88 .
PANSS Duration - Participant (N=130) 37 35 13 18 84
» It is a structured clinical interview incorporating clinical PANSS Duration - Informant (N=127) 13 ) . , " 10
. . . . o
Judgme_nt scoring mpstly blngry (yes/nq) .questlons over PANSS Duration - Total (N=130) o 17 - - o3 % 8
approximately 20 minutes with the participant. PANSS Total Score (N=129) o o - - o % 6
. . . i 4
« The MINI has been studied in various populations?2:3:4,
However, less is published on use in acutely psychotic Table 2. Comparisons of MINI Pass/Fail Status for MINI and PANSS Durations (in Minutes) 2
iInpatient trial populations hallmarked by high levels of MINI Status 0
. . . . . . P o o . ix:ozc e End:r:s::g& Over-Endorsing In::h:rrlzr;ts thr;iiailvzf
disorganization and reality distortion. M Other MINI Fails T o Schizoafct Denying. SUD Resp Fosiive
Presentation Fails Significance
_ _ _ o _ (Mean, SD, N) (Mean, SD, N) (Mean, SD, N)
* Notably, MINI Ilcen5|.ng now reqwres_ rater tralnlr?g via P - Figure 2. Participant Presentation Falls (Single and Combined)
Harm Research Institute to standardize the training MINI Duration °2(23) 31(16) 24 09) F(2,121) = 30.43,
. N =14 N=17 N =93 p < 0.001
materials. PANSS Duration - 47 (14)* 40 (12) 35 (11) F(2,127) = 6.72,
Participant N=14 N=17 N =99 p =0.002
M et h O d S PANSS Duration - 13 (6) 11 (4) 13 (7) F(2,124) = 0.83, 30 07
Informant N =14 (N = 15) (N = 98) p=0.44
* 100% of screening MINI and Positive and Negative PANSS Duration - 60 (14)* 49 (15) 48 (14) F(2,127) = 4.10,
Syndrome Scale (PANSS) assessments at screening and Ui N =14 (N=17) N =99 p=0.02 > 50
baseline were audio/video recorded by site raters and *Significant Scheffe post-hoc test differences compared to the Pass condition. g
Q
reviewed by blinded Independent Raters (IRs). Table 3. MINI Fail Resolution Action Frequencies Used to Confirm Eligibility >
Eligibility Confirmed By:* o 10 6
« The MINI for Psychotic Dlsorder. Studles was Il.cense_d, VNN [P PRV T IZecoro:s + I\I;fedldd
and the Adult Standard MINI training was provided via Records | consult | Information | Consult 035;‘5“ Que'::;‘) -
. I = =t = = 0
Harm Research Institute as required. MINI Fail Reason(s) | "= | (=) | (n=13) (n=6) (n=2) | (n=12) . "y Uoheuo
_ - Disorganization* 1 1 3 4 1 4 Disorders Disorders MetulesUo
- MINI scale adherence and scoring accuracy were Participant | /Defensive - - 1 _ : Module ¥ Module AE
_ . : Presentation :
assessed as Fail or Pass based upon Modules A (Major Fails Mood/Schizoaff. 1 1 2 3 3 Figure 3. MINI Fail Reasons by Module (Single and Combined)
Depressive Episode), C (Manic and Hypomanic Over-Endorsed SUD ' ' Z ' Z .
_p ’ _ yP Presentation 5 , g . 3 8
Episodes), | (Alcohol Use Disorder), J (Substance Use Intervention Totals
Disorder), and K (Psychotic Disorders) to align with study Other MINI /C%ﬁ:li;elxz i 1 g 2 i : 122 .
inclusion and exclusion criteria. Fails ——
Exclusion Criteria - - - - - 1
_ _ Other Intervention
- PANSS were assessed using the Rater Applied Totals| 2 / 12 4 0 15 = 10d 19 .
. . (&)
Performance Scale (RAPS) and prOpnetary paSS/fa”Ufe *Includes single issue MINI Fails and Fails for multiple reasons. Some reviews required multiple resolution actions. § 8
algorithms. o
- MINI fail reasons were qualltatlv_el_y co_ded by IRs (e.q., 10 Single Issue Two lssues e lecues
adherence, follow-up, unclear clinical judgement, g g 0
participant presentation); a senior unblinded reviewer 9 1 > 3
followed up with site/sponsor when there were eligibility _ ' ‘
questions. = 5 1 - Skipped Module K Part 2 Differential Diagnosis Section
S 6 2 — Unclear Meets Major Depressive Episode Criteria Module A
: : g : : . o : : 3 — Skipped Other Module K Questions for Diagnostic Algorithm
* Resolution actions (e.g., clarification using additional = 4 ; . ; 4 — Skipped Organic/Medical Rule Out Questions
Information, re-recording missed items) were also § § 5 = Unclear Meets Mania/Hypomania Criteria Module C
. : : 6 — Unclear Meets Psychotic Disorder Criteria Module K/Diagnostic Algorithm
qualltatlvely coded. 3 2 2 7 — Unclear Meets Alcohol/Substance Use Disorder Criteria Module 1/J
van . : o R vt
+ Univariate ANOVA, independent samples t-test and y ; ; ~ Skip Past 6mo Lookback for
Investigated the relation between MINI review status and : : - 4 Soecific MINI Fail R
: 5 . . . . % . igure 4. Specific all Reasons
MINI and PANSS duration, total PANSS score, and study A N R X o O, e (O Lo w® J P
. . - & ,bee@& 0303 @\1@\ &\.a:}\ FSESIPN :.}Qt & < .\g,\i\ S 5 6‘&:@{& o;\oo e&i’, & .
completion. Pearson correlation coefficient was used to « e i 32“ T v“°<zf;‘§;f<*‘ SRR
. . (}\o\ Qo&&
evaluate the relation between MINI and PANSS duration. Figure 1. MINI Fails Due to Single or Combined Issues )
* 131 mostly Male (80%) and Black (75%) participants had - Findings support the use of independent eligibility review in conjunction with objective information to verify diagnostic and trial
MINI and PANSS screening/baseline assessments eligibility in this population and improve screen failure rates.

reviewed; 24% of MINIs (n=32) were Falls.
« Despite requiring gold-standard, author-defined training for the MINI, experienced site raters still made mistakes during MINI

» Fifty three percent (n=17) were single issue Fails. Alone administration; however, eligibility review combined with objective additional information ensured all trial participants received a
or combined, 72% (n=23) of Fails were due to MINI comprehensive standardized diagnostic interview to confirm they met trial eligibility criteria.
adherence, 44% (n=14) participant presentation, 28%
(n=9) unclear clinical judgment; 3% (n=1) met exclusion * Eligibility review was feasible in opinion of sponsor due to rapid turnaround (24-72 hours total) by IRs and senior reviewer’s abillity to
criteria. (Figures 1,3,4) gather additional clinical information quickly via email or phone from the sponsor and site raters.

. Nearly all participant presentation Fails were due to « Given nearly 20% of the sample had industry-standard diagnostic assessments performed incorrectly that impacted trial eligibility,
multiple reasons, mostly disorganization (n=9), often rater adherence issues may be improved with training tailored for the MINI for Psychotic Disorders Studies, as opposed to the “Adult
combined with reduced insight endorsing primary Mood MINI Standard Training” currently offered through Harm Research.

or Schizoaffective Disorders (n=9). (Figure 2; Table 3) _ _ . . . . .
» Despite frequent practice and rater experience requirements, rater oversight and intervention on the MINI may be warranted to

- All Fails due to participant presentation and adherence ensure adherence and appropriate assessment conduct. Future work using a more standardized method for MINI reviews (e.g.,

were resolved with more information (records, drug RAPS) should be explored.
testing labs), rater remediation/re-recording. (Table 3)

* The relationships between MINI and PANSS duration findings and failure rates may inform risk-based data monitoring (RBDM)

« MINI and PANSS durations were significantly correlated
[r(122) = .46, p<0.001, r(122) = .41, p<0.001] and longer References
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