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Synthetic disclaimer and document control

This synthetic CSR narrative is prepared for a QEL demonstration. It is not a real clinical study
report, contains no protected health information, and does not describe any real drug, sponsor,
investigator, participant, endpoint, adverse event, or regulatory submission. The document is
intentionally written as a polished draft because QEL is meant to show that presentation quality is not
evidence admission.

Document-control metadata: Study ID SYN-CSR-204; Product QLX-204; indication synthetic inflammatory
biomarker condition; sponsor QEL Synthetic Life Sciences Demo Program; phase synthetic Phase 2; duration
12 weeks; randomization 1:1. This draft should be treated as source text for claim extraction, not as

validated study output.

Document-control summary

Field Value Source
Study ID SYMN-CSR-204 Protocol 3.1
Product QLX-204 Protocol 3.1
Population Adults with fictional biomarker elev SAP 5.2
Status Synthetic draft QEL demo

SYN-CSR-204 is described as a randomized, synthetic Phase 2 study comparing QLX-204 with comparator over
12 weeks. The draft states that the primary endpoint favored QLX-204 with a least-squares mean
difference of -12.4 units and a nominal p-value of .041 in the modified intent-to-review population.

This synthetic CSR narrative section is drafted in the style of a high-stakes working document and uses
source references such as Protocol Section 3.1, SAP Sections 5.2 and 6.1, Table 14.1.1, Table 14.2.1,
Table 14.2.2, Table 14.2.3, Table 14.3.1, Listing 16.2.7, and ADaM Traceability Map A1. The language is
intentionally polished and operational, which is exactly why QEL must inspect it claim by claim before
any final output is trusted. The section includes factual statements, interpretation language, source
citations, and draft conclusions that appear plausible in context but still require exact evidence
mapping, rule-pack evaluation, and registry admission before they can survive. For Synopsis, the draft
includes the seeded risk that the synopsis also suggests broad clinical meaning and submission readiness
before those interpretations are supported by prespecified thresholds or an integrated review package,
so the reviewer can see how a reasonable-looking narrative can carry claims that should be admitted,
caveated, blocked, or routed to review.
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Abbreviations and source-reference conventions

CSR means clinical study report; SAP means statistical analysis plan; TLF means table, listing, or

figure; AE means adverse event; SAE means serious adverse event; ADaM refers to the synthetic analysis
dataset traceability map. Table and listing references in this draft are deliberately compact but must

still resolve to exact source spans for QEL admission.

The draft uses table references in the manner of a regulatory writing workstream: Table 14.1.1 for
disposition, Table 14.2.1 for the primary endpoint, Table 14.2.2 for secondary endpoints, Table 14.2.3
for subgroup analyses, Table 14.3.1 for adverse events, and Listing 16.2.7 for serious adverse events.
QEL should not admit interpretive language simply because a table is cited nearby.

Reference conventions

Reference Meaning QEL use
Protocol 3.1 Design source span
SAP B.1 Endpoint rules rule context
Table 14.2.1 Primary result numeric support
Listing 16.2.7 SAEs review gate

Study objectives and endpoints

The primary objective was to compare change from baseline in a fictional inflammatory biomarker at Week
12 in the modified intent-to-review population. The SAP-defined alpha level for the primary endpoint is

.05, and the draft relies on this source when it describes the primary endpoint as statistically

significant.

This synthetic clinical endpoint narrative section is drafted in the style of a high-stakes working
document and uses source references such as SAP Section 6.1 and Table 14.2.1. The language is
intentionally polished and operational, which is exactly why QEL must inspect it claim by claim before
any final output is trusted. The section includes factual statements, interpretation language, source
citations, and draft conclusions that appear plausible in context but still require exact evidence

mapping, rule-pack evaluation, and registry admission before they can survive. For Study objectives and
endpoints, the draft includes the seeded risk that secondary endpoint A is drafted as statistically
significant even though the adjusted p-value shown in the synthetic source table is .083, so the

reviewer can see how a reasonable-looking narrative can carry claims that should be admitted, caveated,
blocked, or routed to review.

Endpoint summary

Endpoint Population Source Draft risk
Primary biomarker mITR Table 14.21 supported
Secondary A mITR Table 14.22 overclaim
Secondary B mITR SAP 6.1 exploratory
Subgroups mITR Table 14.2.3 mixed
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Study design and conduct

The study is presented as a double-arm synthetic trial with 148 randomized participants, 74 assigned to
QLX-204 and 74 assigned to comparator. The conduct narrative states that randomization, visit windows,
and endpoint assessment followed Protocol Section 3.1 and SAP Section 5.2.

This synthetic study design narrative section is drafted in the style of a high-stakes working document

and uses source references such as Protocol Section 3.1 and ADaM Traceability Map A1. The language is
intentionally polished and operational, which is exactly why QEL must inspect it claim by claim before

any final output is trusted. The section includes factual statements, interpretation language, source
citations, and draft conclusions that appear plausible in context but still require exact evidence

mapping, rule-pack evaluation, and registry admission before they can survive. For Study design and
conduct, the draft includes the seeded risk that clean design language can make downstream endpoint and
safety interpretations sound more settled than the evidence supports, so the reviewer can see how a
reasonable-looking narrative can carry claims that should be admitted, caveated, blocked, or routed to
review.

Study design summary

Item Draft value Source
Phase Synthetic Phase 2 Protocol 3.1
Randomization 1:1 Protocol 3.1
Duration 12 weeks Protocol 3.1
Traceability ADSLIADTTE Map A1

Analysis populations

The modified intent-to-review population included 142 participants, with 71 participants in each
treatment arm. The draft uses this population for the primary endpoint narrative and aligns the
population label with the SAP excerpt and the primary endpoint table.

This synthetic analysis population narrative section is drafted in the style of a high-stakes working
document and uses source references such as SAP Section 5.2 and Table 14.1.1. The language is
intentionally polished and operational, which is exactly why QEL must inspect it claim by claim before

any final output is trusted. The section includes factual statements, interpretation language, source
citations, and draft conclusions that appear plausible in context but still require exact evidence

mapping, rule-pack evaluation, and registry admission before they can survive. For Analysis populations,
the draft includes the seeded risk that population claims are mostly supportable but still require exact

table and SAP mapping before final admission, so the reviewer can see how a reasonable-looking narrative
can carry claims that should be admitted, caveated, blocked, or routed to review.

Analysis population table

Population QLX-204 Comparator Source

Randomized 74 74 Table 14.11
miTR 71 71 Table 14.11
Safety 74 74 Table 14.31
Completed 67 66 Table 14.11
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Patient disposition

Study completion was 91 percent in the QLX-204 arm based on 67 of 74 randomized synthetic participants
completing the study. This statement is numerically supportable from Table 14.1.1 and is included as an
example of a claim QEL should admit when source mapping is exact.

This synthetic disposition narrative section is drafted in the style of a high-stakes working document

and uses source references such as Table 14.1.1 Disposition. The language is intentionally polished and
operational, which is exactly why QEL must inspect it claim by claim before any final output is trusted.
The section includes factual statements, interpretation language, source citations, and draft

conclusions that appear plausible in context but still require exact evidence mapping, rule-pack
evaluation, and registry admission before they can survive. For Patient disposition, the draft includes
the seeded risk that a supported completion rate can sit next to unsupported interpretation language, so
QEL must admit the factual rate without admitting nearby overclaims, so the reviewer can see how a
reasonable-looking narrative can carry claims that should be admitted, caveated, blocked, or routed to
review.

Disposition table

Measure QLX-204 Comparator Draft use
Randomized 74 74 support
Completed 67 66 support
Discontinued 7 8 context
Completion % 91% 89% support
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Baseline characteristics summary

Baseline characteristics are described as broadly comparable across treatment arms, with similar
distributions for synthetic biomarker elevation, age band, and baseline severity. The draft references a
baseline table but does not use it to support an efficacy conclusion.

This synthetic baseline narrative section is drafted in the style of a high-stakes working document and
uses source references such as Protocol Section 3.1 and a synthetic baseline listing. The language is
intentionally polished and operational, which is exactly why QEL must inspect it claim by claim before
any final output is trusted. The section includes factual statements, interpretation language, source
citations, and draft conclusions that appear plausible in context but still require exact evidence
mapping, rule-pack evaluation, and registry admission before they can survive. For Baseline
characteristics summary, the draft includes the seeded risk that comparability language can be useful
context but should not be treated as evidence of treatment effect, so the reviewer can see how a
reasonable-looking narrative can carry claims that should be admitted, caveated, blocked, or routed to
review.

Baseline overview

Characteristic QLX-204 Comparator Comment
Mean age band mid-adult mid-adult balanced
Baseline severity moderate moderate context
Prior therapy similar similar context
Region synthetic synthetic demo only
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Primary endpoint narrative

The primary endpoint favored QLX-204 with a least-squares mean difference of -12.4 units versus
comparator at Week 12. The draft says the primary endpoint was statistically significant at the SAP-
defined alpha level, referencing p=.041 and SAP Section 6.1.

This synthetic primary endpoint narrative section is drafted in the style of a high-stakes working
document and uses source references such as Table 14.2.1 and SAP Section 6.1. The language is
intentionally polished and operational, which is exactly why QEL must inspect it claim by claim before
any final output is trusted. The section includes factual statements, interpretation language, source
citations, and draft conclusions that appear plausible in context but still require exact evidence

mapping, rule-pack evaluation, and registry admission before they can survive. For Primary endpoint
narrative, the draft includes the seeded risk that the draft also calls the observed improvement

clinically meaningful even though no prespecified clinical-meaningfulness threshold is supplied, so the
reviewer can see how a reasonable-looking narrative can carry claims that should be admitted, caveated,
blocked, or routed to review.

Primary endpoint table

Endpaoint Difference p-value QEL issue
Week 12 biomarker -12.4 units 041 admit/caveat
Population mITR SAP 5.2 support
Threshold not defined missing review
Traceability ADTTE Map A1 support

Synthetic GEL demonstration material - not medical advice - not regulatory advice - not a real clinical study report. 7



SYN-CSR-204 Clinical Study Report Narrative

Secondary endpoint narrative

The draft states that secondary endpoint A demonstrated statistically significant improvement. Table
14.2.2 reports an adjusted p-value of .083, which does not support the draft's significance language
under the synthetic SAP hierarchy.

This synthetic secondary endpoint narrative section is drafted in the style of a high-stakes working
document and uses source references such as Table 14.2.2 and SAP Section 6.1. The language is
intentionally polished and operational, which is exactly why QEL must inspect it claim by claim before
any final output is trusted. The section includes factual statements, interpretation language, source
citations, and draft conclusions that appear plausible in context but still require exact evidence

mapping, rule-pack evaluation, and registry admission before they can survive. For Secondary endpoint
narrative, the draft includes the seeded risk that secondary endpoint language is the kind of polished
overstatement that can easily survive a general summary unless a claim firewall blocks it, so the
reviewer can see how a reasonable-looking narrative can carry claims that should be admitted, caveated,
blocked, or routed to review.

Secondary endpoint table

Endpaoint Effect Adjusted p Draft treatment
Endpoint A -4.1 .083 overstated
Endpoint B 22 exploratory caveat
Multiplicity required SAP 6.1 context
Conclusion trend not confirmatory safer

Subgroup analysis narrative

The draft says benefit was consistent across all subgroups. Table 14.2.3 is more mixed: one subgroup
trends favorably, while the older subgroup has a smaller estimate and confidence interval crossing null.

This synthetic subgroup narrative section is drafted in the style of a high-stakes working document and
uses source references such as Table 14.2.3 Subgroup Analysis. The language is intentionally polished

and operational, which is exactly why QEL must inspect it claim by claim before any final output is

trusted. The section includes factual statements, interpretation language, source citations, and draft
conclusions that appear plausible in context but still require exact evidence mapping, rule-pack

evaluation, and registry admission before they can survive. For Subgroup analysis narrative, the draft
includes the seeded risk that all-subgroup generalizations are unsupported unless every relevant

subgroup output supports the same conclusion, so the reviewer can see how a reasonable-looking narrative
can carry claims that should be admitted, caveated, blocked, or routed to review.

Subgroup analysis table

Subgroup Estimate Interval Draft risk
Under 55 -10.2 -201t01.0 caveat
5565 -74 -152102.3 caveat
Over 65 -1.1 -89t 6.7 block

All subgroups mixed varied overbroad
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The draft states QLX-204 was well tolerated. Table 14.3.1 supports a limited statement about adverse
event frequency and discontinuations, but a tolerability conclusion still requires careful caveat
language and clinical review context.

This synthetic safety overview section is drafted in the style of a high-stakes working document and
uses source references such as Table 14.3.1 Adverse Events. The language is intentionally polished and
operational, which is exactly why QEL must inspect it claim by claim before any final output is trusted.
The section includes factual statements, interpretation language, source citations, and draft

conclusions that appear plausible in context but still require exact evidence mapping, rule-pack
evaluation, and registry admission before they can survive. For Safety overview, the draft includes the
seeded risk that well-tolerated wording is not the same as a numeric AE rate and should not be admitted
without scope limits, so the reviewer can see how a reasonable-looking narrative can carry claims that
should be admitted, caveated, blocked, or routed to review.

Adverse event summary

Measure QLX-204 Comparator Issue
Any AE 3074 2974 context
AE discontinuation 2/74 374 support
Deaths 0 0 support
SAEs 3 1 review

Serious adverse events narrative

The draft states there were no serious safety signals. Listing 16.2.7 includes three synthetic serious
adverse events in QLX-204 and one in comparator, creating an interpretation question that cannot be
resolved by narrative confidence alone.

This synthetic SAE narrative section is drafted in the style of a high-stakes working document and uses
source references such as Listing 16.2.7 Serious Adverse Events. The language is intentionally polished
and operational, which is exactly why QEL must inspect it claim by claim before any final output is
trusted. The section includes factual statements, interpretation language, source citations, and draft
conclusions that appear plausible in context but still require exact evidence mapping, rule-pack
evaluation, and registry admission before they can survive. For Serious adverse events narrative, the
draft includes the seeded risk that serious-safety-signal conclusions require listing support and human
clinical review rather than automatic admission, so the reviewer can see how a reasonable-looking
narrative can carry claims that should be admitted, caveated, blocked, or routed to review.

SAE listing summary

Listing QLX-204 Comparator Interpretation
1627 3 1 review
Imbalance present lower comparator review
Causality not resolved not resolved review
Draft language no signal unsupported review
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Discontinuations and exposure

Discontinuations due to adverse events were 2.7 percent on QLX-204, based on 2 of 74 randomized
synthetic participants. The draft uses this rate to support a favorable safety tone, but exposure and
event seriousness still need separate review.

This synthetic exposure narrative section is drafted in the style of a high-stakes working document and
uses source references such as Table 14.1.1 and Table 14.3.1. The language is intentionally polished and
operational, which is exactly why QEL must inspect it claim by claim before any final output is trusted.
The section includes factual statements, interpretation language, source citations, and draft

conclusions that appear plausible in context but still require exact evidence mapping, rule-pack
evaluation, and registry admission before they can survive. For Discontinuations and exposure, the draft
includes the seeded risk that a low discontinuation percentage does not prove absence of safety concern,
so the reviewer can see how a reasonable-looking narrative can carry claims that should be admitted,
caveated, blocked, or routed to review.

Limitations

The safety database is too small for definitive rare-event conclusions, and subgroup analyses are
exploratory. These limitations are part of the draft and should travel with any survived output that
discusses safety, secondary endpoints, or subgroup results.

This synthetic limitations narrative section is drafted in the style of a high-stakes working document
and uses source references such as SAP Section 6.1 and safety listings. The language is intentionally
polished and operational, which is exactly why QEL must inspect it claim by claim before any final
output is trusted. The section includes factual statements, interpretation language, source citations,
and draft conclusions that appear plausible in context but still require exact evidence mapping, rule-
pack evaluation, and registry admission before they can survive. For Limitations, the draft includes the
seeded risk that positive endpoint language should not be allowed to omit limitations just because the
narrative reads smoothly, so the reviewer can see how a reasonable-looking narrative can carry claims
that should be admitted, caveated, blocked, or routed to review.

‘

Draft regulatory interpretation and conclusion

The draft concludes that the results support submission readiness. That wording is intentionally high
risk for the demo because the packet contains synthetic tables and excerpts, not an integrated
submission package, quality review, medical review, or regulatory strategy record.

This synthetic regulatory interpretation section is drafted in the style of a high-stakes working

document and uses source references such as Protocol Section 3.1, SAP Sections 5.2 and 6.1, Table
14.1.1, Table 14.2.1, Table 14.2.2, Table 14.2.3, Table 14.3.1, Listing 16.2.7, and ADaM Traceability

Map A1. The language is intentionally polished and operational, which is exactly why QEL must inspect it
claim by claim before any final output is trusted. The section includes factual statements,

interpretation language, source citations, and draft conclusions that appear plausible in context but

still require exact evidence mapping, rule-pack evaluation, and registry admission before they can
survive. For Draft regulatory interpretation and conclusion, the draft includes the seeded risk that
submission-readiness language should be blocked or routed to review even when some underlying numeric
claims are supported, so the reviewer can see how a reasonable-looking narrative can carry claims that
should be admitted, caveated, blocked, or routed to review.
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Tablel/listing/figure reference index

The source index below is intentionally detailed so QEL can show table-level and listing-level evidence
mapping. The index is not a statement that every draft conclusion is supported; it is the evidence
universe against which the active rule pack evaluates the narrative.

Reference use: Protocol Section 3.1 supports design; SAP Sections 5.2 and 6.1 support population and
endpoint rules; Table 14.1.1 supports disposition; Table 14.2.1 supports the primary endpoint; Table
14.2.2 creates a secondary endpoint conflict; Table 14.2.3 creates subgroup caveats; Table 14.3.1 and

Listing 16.2.7 support safety review.

Source reference index

Source
Protocol 3.1
SAP 6.1
Table 14.2.1

Listing 16.2.7

Synthetic QEL demonstration material - not medical advice -

Supports

design

rules

primary result

SAEs

not regulatory advice - not a real clinical study report.

Canngat support

endpoint results

regulatory readiness

subgroups

no-signal conclusion



