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Abstract

Validation of a medication evidence tool depends on the claim being made and the population in
which it will be used. This article proposes a protocol framework separating source fidelity,
interpretation, outcome association, prediction, and clinical utility. The source basis is the existing
UnifiedACB evidence architecture and the cited methodological literature; no new clinical dataset or
validation result is reported. The approach defines a target population and use case, freezes the
source and identity rules, specifies representative tasks or clinical outcomes, and evaluates errors in
distinct categories. A correct source lookup is treated as necessary for reliable output but insufficient
to establish a patient-level prediction or benefit from use. The framework requires explicit reporting
of coverage, missingness, population differences, and the consequences of errors. It does not supply
a universal accuracy threshold, sample size, or validated synthetic score. Concrete implementation
would require a reviewed study protocol appropriate to the intended claim.

Introduction

A tool can reproduce a medication source correctly and still be misunderstood by users. It can be
understandable without predicting clinical outcomes. It can predict an outcome in one setting
without improving care when introduced into another. Calling all of these achievements “validation”
obscures what evidence is actually available.

The objective is to define a protocol structure that makes the validation claim inspectable. The
population may be defined by age, diagnosis, setting, treatment patterns, or intended user group.
These dimensions should be chosen because they matter to the use case, not added after a
favorable result is found.
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Methods

This article presents a proposed framework rather than an executed study. Its design is informed by
the distinction between original source observations and clinical outcomes in the cited scales and
reviews. No systematic evidence search, recruitment, randomization, or fitted model is claimed.

The protocol would begin with the intended use. A reference tool might be evaluated for accurate
medication identity and source reproduction. An educational interface might additionally be
evaluated for whether users understand disagreement and missingness. A predictor requires a
defined future outcome and suitable model evaluation. A clinical decision-support intervention
requires assessment of actual use and consequences in care.

The target population would specify the clinical setting, age range, relevant conditions, and
medication patterns. The intended users would also be defined: a clinician, pharmacist, trainee,
patient, or caregiver may encounter different tasks and misunderstandings. A convenience sample
should not be presented as representative of groups it does not include.

The evidence inputs would be frozen before testing. Record the public dataset release, source
versions, identity map, route and formulation rules, and response logic. Test cases should include
ordinary lookups and important edge cases, including combinations, aliases, missing entries, explicit
zeroes, source disagreements, and qualified criteria. Expected answers should be independently
traceable to authorized source evidence.

For a clinical outcome study, define the exposure window, primary endpoint, follow-up interval, and
approach to confounding. The source classification should remain separate from actual
administration history. Incomplete records should be described rather than completed through
unsupported imputation of source values. Any analytic transformation must be explicit and must not
replace the native observations.

The evaluation should classify errors by consequence. A wrong medication identity, fabricated score,
hidden qualifier, and confusing wording are different problems. An overall average should not allow
many easy successes to conceal a small number of important factual failures. The protocol should
state how severe failures affect interpretation and release decisions before results are known.

Results

No new validation outcome is available from this proposed protocol. The framework identifies distinct
evidence requirements for factual fidelity, user interpretation, prediction, and utility. Each future
result should be labeled by the task and population actually evaluated.

The current public evidence structure supports tracing observations to medication concepts and
source versions. UnifiedACB public evidence dataset, v3.0 RC12 final That is a basis for
source-fidelity testing. It is not evidence that every user understands the output or that the tool
improves clinical outcomes. This article reports no accuracy percentage, calibrated risk estimate, or
population-specific clinical threshold.
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Discussion

Transportability should be evaluated explicitly. A source may cover the medicines common in one
setting better than another. A response that is clear to a specialist may be misleading to a reader
unfamiliar with ordinal scales. A result from one age group may concern a different outcome or
exposure pattern from the intended new application.

Coverage is therefore part of validation, not merely a technical appendix. Report which medication
histories can be represented, which source observations are missing, and which product matches
remain uncertain. A tool that handles uncertainty honestly may give fewer numerical answers while
providing a more faithful account of the evidence.

External evaluation should also be independent of development choices where possible. Test tasks
should include cases that were not used to tune the interface, and raters should have a clear
source-based standard. Any disagreements should be recorded and adjudicated transparently rather
than erased from the denominator.

For prediction claims, performance should be assessed in data appropriate to the target use, with
uncertainty and relevant subgroup analyses. A model should not inherit validity from the scales it
uses as inputs. For utility claims, the intervention and comparison need to be defined so the result
can be attributed to the tested strategy rather than to unspecified changes in care.

The reporting language should remain proportionate. “Passed a frozen source benchmark” is a
factual software-testing claim. “Validated for clinical use in this population” is much broader and
needs supporting evidence for the stated use. Keeping those phrases distinct protects users from
overinterpreting a technically impressive result.

Link each claim to its evaluation

A validation report should map its conclusions to the tests actually performed. “The interface
returned the original category” is supported by a source-fidelity comparison. “Users understood why
an entry was missing” requires a comprehension assessment. “The measure predicted the outcome”
requires suitable outcome data and an appropriate analytic design. “Use improved care” requires
evidence about care and its consequences. These statements can build on one another, but none
should be treated as a synonym for the others.

This claim-to-test mapping also helps prioritize future work. A correct system may still need better
communication; a comprehensible system may still lack clinical prediction evidence. Naming the
remaining layer is more informative than assigning the entire resource a single validated or
unvalidated label.

Limitations

The framework does not specify an institution, sample size, endpoint distribution, recruitment
strategy, or statistical model. These require a concrete study and appropriate oversight. It also does
not establish that every source can be redistributed or that all clinically relevant medicines are
covered.
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Even a successful study cannot support every future population or interface change. A new source,
mapping rule, or response layer may require renewed evaluation. The framework deliberately leaves
untested claims open rather than treating validation as a permanent property of a product name.

Conclusion

Validation should be a statement about a defined task, population, dataset, and version. Source
correctness, comprehensibility, prediction, and clinical benefit require different evidence. A protocol
that separates them can produce a useful, bounded conclusion without inventing a universal score or
an unsupported claim of safety.

References

1. Vennard O, Stewart C, Tolia M, Soiza RL, Myint PK. Anticholinergic Medication Burden Scales: A Systematic Review. | Am
Geriatr Soc. 2026;74(6):1771-1784. Source

2. Chew ML, et al. Anticholinergic activity of 107 medications commonly used by older adults. | Am Geriatr Soc.
2008;56:1333-1341. Source

3. Carnahan RM, et al. The Anticholinergic Drug Scale as a measure of drug-related anticholinergic burden: associations with
serum anticholinergic activity. J Clin Pharmacol. 2006;46:1481-1486. Source

4. Rudolph JL, et al. The anticholinergic risk scale and anticholinergic adverse effects in older persons. Arch Intern Med.
2008;168:508-513. Source

5. Lisibach A, Benelli V, Ceppi MG, et al. Quality of anticholinergic burden scales and their impact on clinical outcomes: a
systematic review. Eur ) Clin Pharmacol. 2021;77(2):147-162. Source

6. UnifiedACB. Public evidence dataset. v3.0 RC12 final. Read-only source observations, source registry, and preserved
anomaly records. Source

Explore the evidence

Ask UnifiedACB about a medication or source, browse the Medication Library, or read the
methodology.
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Educational evidence summary. This content does not provide patient-specific medical advice and does not replace
clinical judgment, medication reconciliation, or prescribing guidance.
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