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In the complex world of clinical trials, patient screening and recruitment remain
significant challenges, especially in which experience higher rates

of poor trial outcomes. The

has emerged as a game-changing tool for improving both screening and recruitment
processes, providing unrivaled accuracy and sensitivity and an easy-to-use, web-based
platform. Here's how this seven-minute assessment is transforming the way clinical trials
sponsors select and monitor trial participants.

How CDR system transforms patient selection and monitoring
Measuring attention

Attention deficits are often the earliest and most sensitive indicators of cognitive
decline. Measuring attention in early-phase clinical trials is critical for detecting potential
neurocognitive safety signals, verifying target engagement of CNS-active compounds,
and identifying early efficacy indicators while controlling for variables that could affect
other outcome measures and patient compliance. The CDR System's attention battery
provides three crucial measurements that take only seven minutes to perform. [1]
Research has shown that these attention measures can effectively differentiate between
various types of dementia, with studies demonstrating distinct cognitive profiles in

, vascular dementia, and dementia with Lewy bodies. [2-4]

Precise patient stratification

The CDR System's extensive normative database of over 5000 individuals enables
researchers to make precise comparisons across different age groups and conditions.
Studies have demonstrated its effectiveness in:

Differentiating between types of dementia [5]
Identifying early cognitive changes in mild cognitive impairment (MCI) [6]
Detecting subtle cognitive impairments in various clinical populations [1]


https://signanthealth.com/science/therapeutic-areas/cns
https://signanthealth.com/solutions/cdr-system
https://signanthealth.com/resources/alzheimers-disease-cdr-system-summary
https://signanthealth.com/resources/blog
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Enhancing clinical trial recruitment

Efficiently identifying suitable participants early in the clinical process is key. The CDR
System Attention battery is brief and provides objective measurement of the attentional
processes, thus facilitating and enhancing recruitment of participants with the specific
cognitive profile(s) required for the trial. Through publications [7-9], increased signal
detection was observed when participants were selected using the CDR System
attention battery as well as its normative database.

Objective baseline measurements
The system's validated Attentional factor scores provide central screening metrics:

= Power of attention: Combines three reaction time scores to measure concentration
intensity
= Continuity of attention: Assesses sustained attention through accuracy measures

These factors have been validated through extensive factor analysis studies, showing
robust and independent groupings of cognitive measures. [10]

Improving trial quality through better screening

The CDR System has the potential to revolutionize participant selection in clinical

trials through its powerful cognitive screening capabilities. By leveraging the system's
extensive database, researchers can establish precise cognitive inclusion criteria

that significantly reduce group heterogeneity. This targeted approach allows for more
sensitive detection of treatment effects, as participants are properly stratified based on
objective cognitive performance metrics rather than subjective assessments. The system
has been successfully employed in numerous clinical trials, including landmark studies
across multiple therapeutic areas. In Alzheimer's disease research, McKeith et al. (2000)
utilized the system to objectively measure cognitive changes, while Wesnes et al. (2004)
demonstrated its sensitivity in Parkinson's disease trials. [11,12]

The platform has proven equally valuable in multiple sclerosis research, providing
reliable cognitive assessments that complement traditional neurological measures.
[13] More recently, McIntyre et al. (2023) applied the CDR System in schizophrenia
trials, and Scholey et al. (1998) employed the technology in chronic fatigue syndrome
investigations. [7,14] The result would be higher quality data, increased statistical
power, and ultimately more efficient clinical trials—particularly crucial in CNS studies
where cognitive endpoints are primary measures of efficacy.
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Enhanced data quality
The system's reliability has been demonstrated across various trial types:

Category Applications and Evidence

Dementia Research * Successfully used in trials of Rivastigmine
* Demonstrated sensitivity to treatment effects in Lewy body dementia [11]

* Helped differentiate dementia subtypes [16]

Neurological / * Assessed cognitive function in stroke patients [17]
Psych.la.ltrlc * Evaluated attention in Parkinson's disease [5]
Conditions
* Monitored cognitive changes in multiple sclerosis [13]
Cost-Effective * Brief seven-minute duration makes it highly practical for clinicalresearch [1,10]

Implementation * Successfullyimplemented in multi-center international trials [18]

* Used in large-scale screening programs

* Appliedin longitudinal studies tracking cognitive decline
Impact on Trial * Detected treatment effects in clinical trials
Outcomes * Monitored disease progression

* Evaluated drug efficacy

Future Applications * Digital therapeutic evaluation
* Remote cognitive assessment

* Real-time monitoring of treatment effects

Conclusion

The CDR System's extensive validation across numerous clinical trials and research
studies makes it an invaluable tool for patient screening and trial recruitment. Its ability
to provide quick, objective measurements of attention, supported by decades of research
and hundreds of peer-reviewed publications, positions it as a crucial resource for
ensuring trial quality and success.

For research teams planning clinical trials, the CDR System's attention battery offers a
scientifically validated approach to participant selection that can significantly improve
trial outcomes while reducing costs and timelines. As demonstrated by its extensive
publication record spanning over two decades, the system continues to prove its value in
both research and clinical applications.

For further reading on the CDR System's Attention Battery,


https://43712937.fs1.hubspotusercontent-na1.net/hubfs/43712937/Marketing%20Assets/Brochures/Brochure%20-%20Cognitive%20Safety%20Assessment.pdf

THE SIGNAL

BLOG BY SIGNANT HEALTH

About the Authors

Helen Brooker is a specialist in cognitive test development and aging, with over 18 years of
experience in academic and clinical research. She leverages her expertise in neuropsychological
assessment, clinical trial delivery, and digital health solutions as a Senior Product Manager at
Signant, where she oversees the company's proprietary computerized cognitive test solution.

Pascal Goetghebeur is an experienced CNS pharmacologist and behavioral scientist specializing
in psychiatry and neurodegeneration. At Signant Health, he serves as Clinical Principal for
Cognition, Science & Medicine in the Digital Health Sciences division, focusing on the role

of cognition in drug development and managing the clinical aspect of Signant’s proprietary

cognitive assessment battery.

References

[1] Wesnes K (2003). The Cognitive Drug Research computerised
assessment system: Application to clinical trials.

[2-4] Walker MP, et al. (2000). [Series of papers on quantifying
fluctuation in demential. Various journals.

[5] Ballard CG, et al. (2002). Fluctuations in attention: PD demen-
tia vs. DLB with Parkinsonism. Neurology, 59: 1714-1720.

[6] Nicholl CG, et al. (1995). The Cognitive Drug Research comput-
erised assessment system in the evaluation of early dementia - is
speed of the essence? International Journal of Geriatric Psychia-
try, 10: 199-206.

[7] McIntyre RS, Daniel DG, Vieta E, Laszlovszky |, Goetghebeur
PJ, Earley WR, Patel MD. The efficacy of cariprazine on cogni-
tion: a post hoc analysis from phase II/1ll clinical trials in bipolar
mania, bipolar depression, and schizophrenia. CNS Spectr. 2023
Jun;28(3):319-330. doi: 10.1017/S109285292200013X. Epub
2022 Feb 23. PMID: 35193729.

[8] Goetghebeur PJD, Micaletto M, Wesnes KA. Computerized
Assessment of Attentional Processes and Drug Efficacy in Par-
kinson’s Disease Dementia Using the CDR System. AAT-AD/PD™
Focus Meeting 2018, Torini, Italy, March 15-18, 2018.

[9] Goetghebeur PJD, Wesnes KA, Targum SD. D-Cycloserine
Improves Difficult Discriminations in a Pattern Separation Task

in Alzheimer's Disease Patients with Dementia. J Alzheimers

Dis. 2019;69(2):377-383. doi: 10.3233/JAD-181094. PMID:
30958353.

[10] Wesnes KA, Simpson PM (1994). The construct validity of the
cognitive drug research computerised assessment system.

[11] McKeith I, et al. (2000). Efficacy of rivastigmine in dementia

with Lewy bodies: A randomised, double-blind, placebo-controlled
international study. The Lancet, 356: 2031-2036.

[12] Wesnes, K. A., Aarsland, D., Ballard, C., & Londos, E. (2015).
Memantine improves attention and episodic memory in Parkin-
son's disease dementia and dementia with Lewy bodies. Interna-
tional journal of geriatric psychiatry, 30(1), 46-54.

[13] Black K, et al. (1999). A computerised cognitive assessment
of Multiple Sclerosis. Proceedings of the British Psychological
Society, 7: 119.

[14] Russell-Blacker CV, Greenwood DT, Wesnes KA, Wilson R,
Woodward C, Howe |, Ali T (2004). Effect of galantamine hydro-
bromide in chronic fatigue syndrome: a randomized controlled
trial. The Journal of the American Medical Association. 292:
1195-1204.

[15] Wesnes KA, et al. (2001). Effects of rivastigmine on cognitive
function in dementia with Lewy bodies: A randomised place-
bo-controlled international study.

[16] Wesnes, K. A., & Edgar, C. J. (2014). The role of human cog-
nitive neuroscience in drug discovery for the dementias. Current
Opinion in Pharmacology, 14, 62-73.

[17] Burton EJ, et al. (2004). White matter hyperintensities are as-
sociated with impairment of memory, attention and global cogni-
tive performance in older stroke patients. Stroke, 35: 1270-1275.
[18] Emre M, Aarsland D, Albanese A, Byrne EJ, Deuschl G, De
Deyn PP, Durif F, Kulisevsky J, van Laar T, Lees A, Poewe W,
Robillard A, Rosa MM, Wolters E, Quarg P, Tekin S, Lane R (2004).
Rivastigmine for dementia associated with Parkinson's disease.
The New England Journal of Medicine. 351: 2509-2518.

Interested in reading more blogs from The Signal?

SUBSCRIBE

Signant Health is the evidence generation company. We are focused on leveraging software, deep therapeutic
and scientific knowledge, and operational expertise to consistently capture, aggregate, and reveal quality
evidence for clinical studies across traditional, virtual, and hybrid trial models. For more than 25 years, over 600
sponsors and CROs of all sizes - including all Top 20 pharma — have trusted Signant solutions for remote and
site-based eCOA, EDC, eConsent, RTSM, supply chain management, and data quality analytics. Learn more at
www.signanthealth.com.



https://signanthealth.com/resources/blog#subscribe

