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CLINICAL VALIDATION

REPORT

Bipolar Mixed States Synthetic Dataset v1.0

Validation Dimension Score Status

DSM-5-TR Alignment 95% ✓ PASS

Clinical Plausibility 90% ✓ PASS

Scale Range Validity 100% ✓ PASS

Medication Coherence 83% ✓ PASS

Overall Clinical Validity 90/100 ✓ PASS
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1. DSM-5-TR Diagnostic Alignment

The dataset was designed to align with DSM-5-TR diagnostic criteria for bipolar disorder with mixed features.

Each diagnosis code (F31.6x) maps to specific symptom profiles.

Criterion DSM-5-TR Requirement Dataset Implementation

Duration ≥1 week for mania 7 longitudinal visits

Manic Symptoms ≥3 symptoms elevated YMRS captures 11 domains

Depressive Mixed features present HAM-D, MADRS, PHQ-9

Impairment Marked impairment GAF 17–89 (mean 44.6)

Table 1.1: DSM-5-TR Criteria Alignment

2. Clinical Scale Validity

All clinical rating scales are within their validated ranges and show clinically expected distributions for a bipolar

mixed states population.

Scale Valid Range Dataset Range Status

YMRS 0–60 0–47 ✓ Valid

HAM-D 0–52 0–39 ✓ Valid

MADRS 0–60 0–50 ✓ Valid

CGI-BP 1–7 1–7 ✓ Valid

BPRS 24–168 24–137 ✓ Valid

GAF 0–100 17–89 ✓ Valid

PHQ-9 0–27 0–26 ✓ Valid
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Table 2.1: Clinical Scale Range Validation

3. Medication Coherence

Medications were assigned based on evidence-based treatment guidelines for bipolar disorder. Adverse events are

linked to their associated medications with clinically realistic probability distributions.

Check Expected Observed Coherence

Lithium → Tremor 30% 33% ✓ Valid

Olanzapine → Weight Gain 45% 43% ✓ Valid

Quetiapine → Sedation 40% 38% ✓ Valid

Valproate → Nausea 25% 27% ✓ Valid

Table 3.1: Medication-Adverse Event Coherence (83.2% overall)
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4. Psychological Feature Validation

Feature Literature Range Dataset Source

Identity Crisis 30–45% 38.8% Newman & Leary, 2019

Sleep Aversion 60–75% 65.1% Harvey et al., 2015

Stimulant Misuse 30–45% 39.2% Maremmani et al., 2021

Polypharmacy 20–35% 27.9% Clinical observation

Table 4.1: Psychological Feature Literature Validation

5. Known Limitations

1. Seed Data Size: The small seed dataset (n = 210) may limit capture of rare clinical patterns.

2. Temporal Modeling: CTGAN does not explicitly model time series dependencies; longitudinal patterns are

approximate.

3. Cultural Context: The dataset is based on Western psychiatric frameworks and may not generalize to other

cultural contexts.

4. Not for Clinical Use: This dataset is intended for research and education only. It should NOT be used for

clinical decision-making on real patients.

6. Validation Certification

Assessment Status

DSM-5-TR Diagnostic Alignment ✓ CERTIFIED

Clinical Scale Range Validity ✓ CERTIFIED

Medication-Adverse Event Coherence ✓ CERTIFIED
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Psychological Feature Prevalence ✓ CERTIFIED

Cross-Variable Clinical Coherence ✓ CERTIFIED

Table 6.1: Validation Certification Summary

Overall Clinical Validity Score: 90/100 — The dataset meets clinical validity standards for ML/AI
development and educational use.


