
Clinical Trial Information System-Profi le (CTIS-Profi le) is 

the rapid and highly sensitive information system for the 

assessment of cognitive impairment in Phase I drug safety 

trials. CTIS-Profi le enables you to make early, informed 

decisions about the cognitive safety of compounds, 

reducing the risk of costly late stage failure. 

FDA reviewer guidance1 suggests data submissions that 

include special studies intended to identify adverse events, 

such as decreased cognitive function, will be given more 

credence than those who do not. CTIS-Profi le provides the 

tool to make this assessment.

Be confi dent in your decision making in drug development

Designed specifi cally for Phase I trials, CTIS-Profi le targets 

the key cognitive domains that are commonly affected by 

pharmacological manipulation, allowing you to assess the 

function of important neural systems. CTIS-Profi le’s test panel 

is suitably challenging for healthy young and mid-life 

subjects, and so reduces the risk of ceiling effects in Phase I. 

CTIS-Profi le enables you to identify potential cognitive safety 

risks early, which reduces the risk of late phase failure, and is 

therefore particularly useful for compounds that are likely to 

cause cognitive impairment (e.g. oncology drugs, pain drugs, 

hypnotics, antihistamines, cardiovascular drugs, including 

statins, HIV drugs, anticholinergics, anticonvulsants, 

benzodiazapines and antimuscarinics). 

You can be sure in the in the validity and reliability of your 

results as CTIS-Profi le is supported by 25 years of research 

and over 1,300 peer reviewed publications.

Ensure high quality data

A computerized cognitive assessment with standardized 

administration, including voiceover instructions, CTIS-Profi le 

eliminates the effects of inter-rater variance on the data. 

The tests are designed to allow repeated testing of subjects 

in Phase I studies, with multiple parallel forms to minimize 

practice effects associated with familiarity of stimuli.
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Cambridge Cognition is the leading global provider of computerized cognitive assessments in academic research, 

clinical drug trials and healthcare provision.

Measures: 

• Cognitive Safety

• Psychomotor speed

• Visual episodic memory

• Working memory

• Executive function

Application: 

Phase I Clinical Trials

Age range: 18 – 50

Length: under 15 minutes 

Administration: 

Standardized 

Scoring: Automatic

CTIS-Profi le is delivered on the 

iPad Air prepared for use in the 

clinical testing environment with 

antimicrobial and protective 

casings and docking bays to 

ensure no external cables.



Visual episodic memory is assessed with the 

CANTAB Paired Associates Learning (PAL) 

memory test that is sensitive to hippocampal 

and temporal-frontal network functioning. 

Reaction time and psychomotor speed is 

measured using the CANTAB Reaction Time 

(RTI) test that is an assay for mental and 

movement reaction times. 

Requiring the retention and manipulation 

of visuospatial information, the CANTAB 

Spatial Working Memory (SWM) test has 

notable executive function demands and 

measures strategy use. 

CTIS-Profi le test panels

CTIS-Profi le comes with 

full Cambridge Cognition 

support for successful 

trials:

Expert scientifi c 

consultation

Cambridge Cognition 

neuroscientists advise on 

study criteria, protocol 

design and statistical 

analysis.

Effi cient study execution

Our extensive clinical 

trials experience 

guarantees quick study 

start-ups and close-outs 

with fast on-site adoption 

of the technology.

Experienced project 

management 

Dedicated Project 

Managers ensure global 

studies are delivered on 

time and on budget. 

Comprehensive data 

management 

Our data team perform 

ongoing data reviews 

and query resolution 

to guarantee the most 

accurate data possible.

Round the clock support 

Technical support is 

always on hand via our 

24/7 helpline.

Collect your data quickly

As CTIS-Profi le is designed specifi cally for Phase I trials, 

study set-up is quick. Consisting of three tests, CTIS-Profi le is 

also quick to administer at under 15 minutes per assessment.

Sensitively measure the safety profi le of your compound

The three tests within CTIS-Profi le have excellent 

psychometric properties, with test-retest reliabilities of 0.85 

for visual episodic memory, 0.70 for working memory and 

executive function, and 0.82 for psychomotor speed and 

reaction time. The CTIS-Profi le panel is sensitive to acute 

pharmacologically induced cognitive impairment in healthy 

subjects, as illustrated in Figure 1. (back page) 

Capture the information you need effi ciently and reliably

As CTIS-Profi le is delivered on the cloud-based Cantab 

Connect platform, which includes automated scoring and 

outcome measure calculation, the amount of paperwork is 

greatly reduced and the risk of human error is eliminated.

Data from multiple hardware systems is synchronized and 

can be accessed immediately for review in an easy to 

understand, analyzable format. 

Reduce trial workload and costs

Automated and with voiceover instructions, the CTIS-Profi le 

test panel can be administered by non-specialist site staff. 

This also allows subjects to self-administer the tests in a 

group-testing environment.

CTIS-Profi le is language and culture independent, enabling 

you to collect data more quickly using multinational sites, 

with the reassurance that your data will be valid and 

consistent. 

Regulatory-approved product to support your label claims

CTIS-Profi le is designed for GCP-compliant studies. The 

Electronic Data Capture system complies with the European 

Clinical Trials Directive 2001/20/EC and meets FDA 

regulations for computerized systems used in clinical trials 

and 21 CFR Part 11.

Reference1 Food Drug Administration Center for Drugs Evaluation Research (2010). Guidance for Industry: Assessment of Abuse Potential of Drugs, FDA Maryland.

CTIS-Profi le runs on 

Cantab Connect, the digital 

platform for intelligent 

trials:

Computerized testing

validated for use on 

iPad Air devices, 

the computerized 

and standardized 

administration reduces 

rater variance and 

supports scalable studies. 

Touchscreen assessment

Simple to administer and 

intuitive to use, saving 

time and cost before, 

during and after trials. 

Electronic data capture 

Automated scoring 

minimizes assessment time, 

reduces data errors and 

maximizes data accuracy.

Immediate data access

Online data vigilance, query 

management and electronic 

signatures further enhance 

data quality.

Digital information systems

The cloud-based Cantab 

Connect platform enables 

rapid study set-up, 

seamless remote testing 

and secure data encryption 

on validated hardware.
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Figure 1. 

Effect size of cognitive impairment following acute administration 

of pharmacological agents in healthy volunteers.

Figure 1. Cohen’s d effect 

size of cognitive impairment 

following acute administration 

of Guanfacine2, Diazepam3, 

Scopolamine4, Risperidone5, 

THC6, Modafi nil7 and Clonidine8 

in healthy volunteers, 

as measured by the visual 

episodic memory, working 

memory and psychomotor 

speed tests in CTIS-Profi le.
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