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Clinical Assessment Technologies and                    
Rater Training Goals

1) Main goal of CAT and Rater training is to improve the efficacy 
of subjective outcome assessments

2) Experience of raters is assessed as part of the initial site 
evaluation and is considered crucial to the selection of 
appropriate investigative sites  

3) Rater knowledge of study-specific scales is tested 
throughout the training program to confirm that key concepts 
and study-specific rating conventions are understood

4) In-study monitoring of diagnostic and assessment data is a 
natural extension of the original rater training efforts to ensure 
that the appropriate patients are being enrolled in the study and 
that all raters continue to administer and score assessment 
measures in the same manner as well as insuring that protocol 
guidelines are maintained
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CAT and Training of the Project Team

▪ Worldwide Clinical Trials (WCT) considers comprehensive training 
of the clinical project team to be critical to the successful execution 
of any clinical trial

▪ Together with members of the Medical and Scientific Affairs team, 
CAT members provide thorough training on the indication as well 
as the specific assessment scales

▪ Important issues are addressed throughout the training of sites 
and project team members, such as recruitment, retention, 
clinician/research subject relationship, and other factors related to 
placebo response and how to minimize their impact during the 
study
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CAT Activities

▪ Program Planning Activities

- CAT will develop a study-specific rater experience survey

- The goal is to determine in advance which sites have appropriately 
trained staff for participation the study

- Only appropriately qualified raters will be eligible to participate in 
the rater training program

▪ Scale Management Services

- CAT will research and obtain any copyright permission and 
licensing agreements applicable, for all assessment measures 

- CAT will also prepare rater workbooks, formatting rating scales and 
compiling each visit with instructions for the order of 
administration
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CAT Activities

▪ Clinical Assessment and Rater Training 

- There is a need to standardize the information disseminated to the raters relating 
to indication definition and assessment guidelines in order to reduce 
misinterpretation of diagnostic and/or assessment measures

- The focus of rater training is to assess experience, knowledge and applied skill in 
order to align raters within the study criteria Important patient related issues are 
addressed throughout the training, such as recruitment, retention, responses to 
questions about placebo and the clinician/patient relationship

- Potential raters must meet three criteria in order to be considered a certified rater:

- Experience

- Knowledge

- Skill

- For all raters alignment adult education criteria of 80% is used as the pass rate, so 
that all raters need to have 80% or more assessments aligned to their peers and 
the gold standard consensus panel



Page 7 | Confidential

CAT Activities

▪ Investigators Meeting (IM) Services

- It is important that training at the IM be interactive and thought-
provoking

- CAT will develop study specific training on research alliance with 
attention to recruitment and retention of subjects while decreasing 
placebo response

- CAT will utilize audience response systems (ARS) to confirm 
understanding of the training and encourage discussion through 
multiple choice questions that are immediately scored and 
displayed after the voting

- This system may be utilized throughout the IM to confirm 
understanding of all presentations

- Video presentations with patients interviews are used as a part of 
the testing process



Page 8 | Confidential

CAT Activities

▪ Web-based Training of New Raters following IM
- Not all raters from the sites will be able to attend the scheduled IM

- It is also expected that sites will experience some turnover in raters and need to have new
raters trained during the study or will need to have back-up raters trained in order to manage
multiple subjects at their sites

- In our experience, for studies of this type and duration, it is not uncommon for sites to have at
least one two more raters trained during the course of the study, in addition to the raters
originally trained at the IM

- CAT will develop a study-specific training and assessment website utilizing WCT’s state-of-the-
art web portal platform

- Identical training materials will be used for new raters as were used for training of raters at the
IM

- Each new rater will be provided with a unique log-in and password combination after his/her
experience is approved based on the completed rater experience survey

- Approximately two-weeks after the IM, the training will be available for any raters who did not
attend the IM

- Didactic presentations and videos will be distributed and reviewed with a member of the clinical
team after the potential new rater is approved
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CAT Activities

▪ Monitoring of clinical assessments

- The monitoring of clinical assessments during the start-up phase of a 
clinical trial is very important to ensure that all raters are conducting 
neuropsychiatric measures in the same manner across sites as well as to 
optimize enrolment

- Worldwide Clinical Trials will monitor assessment of source documentation 
for the screen and baseline visit of the first enrolled patient at every site
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Clinical Assessment Technologies

▪ Site Vetting

— PSSV – Assessment Experience

— Ongoing Motivational Visits

▪ Training

— Sponsor

— CRA

— Sites

▪ Investigators’ Meeting

▪ Web –based 

▪ Interactive In-study

▪ Data Efficacy

— Source Documents

▪ Certified Translations

▪ Assessment Workbooks 

— Monitoring Scoring In-Study

Data Efficacy

Training

Site 
Selection
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Conceptual 
Knowledge

Review and discussion of 
protocol specific 

considerations and 
assessment guidelines

Testing and 
Alignment

Calibrating rater 
understanding across sites

Interview 
Assessment

Review and feedback on 
rater conduct of a clinical 

interview

DATA 
QUALITY

Rater Training and Data Quality Assurance

Clinical Assessment Technologies
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Policies in 
place

• Good Clinical Practices
• Adherence to protocol
• History of Adverse Event (AE) &  protocol deviations

Experience

Site experience in regulatory setting
Stable raters with at least 2 years experience

Board certified psychiatrist

Proven 
Methods

• Recruitment – referral sources in place

• Retention – defined methodology

• Aftercare – identified for all subjects

Site Vetting

Site Selection

CAT helps establish criteria for site selection and often attends PSSVs for new sites
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CAT Project Phases

Study Startup

• Rater Experience Survey / Rater Training Manual

• Training Materials Development

• Rater Portal Development

• Meeting Preparation

• Scale Management

• Data Surveillance Planning

Study Conduct

• Deliver training

• Process Raters 

• Applied Skills Assessment Processing

• Manage Sites

• Data Surveillance Management

Study Close

• Kappa Analysis

• Final Report
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Typical Rater Training Deliverables

Item Description

Rater Training Manual 
(RTM)

RTM documents the training program and rater requirements for the study.  It includes the experience 
requirements, rater roles, scales for training & certification, remediation requirements

Rater Experience Survey 
(RES)

The RES is used to collect the experience of the potential rater.  The RES is customized for each study to provide 
the ability to assess the raters against the experience requirements of the study.  All raters are required to 
complete an RES.

Training Didactics The didactics are customized with protocol specific details for the study.  They are created for each designated 
scale for training.  Other didactics may include Rater Training Overview and CRA Training.

Patient Videos Patient videos may be used in the training video.  Real subjects are used when possible.  Used for training and 
certification.

Rater Tracker The rater tracker is used to document all the details of the rater, ie… experience, role, training completion, and 
certificate date.  This information is used to create the Rater Status Report.

Rater Status Report This report is distributed to CRA and Sponsor to detail the status of the sites and raters.  Included information is:  
Site, Rater, Scale and Status.

Training Certificates Raters are required to have a training certificate for all qualification scales for the study prior to rating subjects.  
This document should be maintained in the Regulatory binder at the site. 

Rater Training Portal The training portal is developed for studies to provide a means for in-study rater to do their training.  It is 
customized for each study and provides the ability to generate the Training Certificates.

Kappa Analysis The Kappa will show the inter rater reliability of the raters for the given training and is by scale.  Often required for 
RoW but, not for US.   

Final Report The Final Report will document the Rater Training program.  It should include the program delivery specifics and 
the final listing of raters qualified for the study.
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High Level Rater Training Process

Kick-Off
Define 

Experience

RTM RES

Identify Raters
Train & Certify 

Raters
Training 

Certificates

CAT Project Management & Reporting

Develop 
Training
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INVESTIGATORS’
MEETING

LIVE TRAINING*

IN STUDY
WEB-BASED 
TRAINING

• Video submission in native languages
• WCT Evaluator – medical monitors/CRA’s trained as part of IM 

interactive training

Interview Skills 
Assessment

• Rater may rescore video
• Rater may re-submit interview skills 
• Co-rating may be required for limited experience raters

Remediation

• I.e.…. Full PANSS video subtitled in native languages
• Certification scores are collected not discussed
• Rescoring is a part of the remediation process

Certification 
Video 

• Full interviews (subtitled in native languages)
• I.e.….PANSS (Positive and Negative Syndrome Scale) – full 

scoring review of anchors
• Utilizing ARS for immediate feedback

Practice
Videos

• Protocol-specific didactic presentations
• Audience Response (ARS) quizzes to gauge understanding and 

encourage audience participation
• Simultaneous translation 

Didactic
Presentations

Rater Training Delivery

*Training may be recorded for in-study “new” raters
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Rater Certification Process

Experience + Training + [Test + ASA] = Certified

Rater submits Rater Experience Survey

Rater attend interview skills session 

(if applicable)

Rater Remediation 

(if needed)

Note:  Each site must have at least 1 certified rater for all the scales; estimate 2 raters per site

Rater attends training/certification session 

at IM

Rater submits taped interview skills session 

(if applicable)

Training Certificate 

Issued

Rater completes training/test using Rater 

Training Portal

Training Certificate 

Issued

Rater Remediation 

(if needed)

Investigator Meeting New Rater

Note:  Certificates provided to Site, CRA, and Sponsor as applicable
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Applied Skills Assessment (ASA)

▪ Applied Skills Assessment (ASA) is a test of the raters’ ability to 
elicit information using a Mock Interview

▪ Mock Interview

— A standardized subject scenario

— Patient Actors will attend the IM or a designee at the site

— Individual interview sessions ~ 10 - 20 minutes

▪ IM raters will conduct the ASA at the IM while new raters will be 
required to submit a video taped interview

— Program may be designed for CRA to conduct interview skills at the 
site and report results to CAT

▪ Raters that do not pass their ASA will receive a clinical tutorial and 
may be required to submit an additional ASA as part of 
remediation

Note:  All materials including Video cameras will be provided to the sites for new raters
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Scale Management

•Locate the correct scale version according to protocol

•Locate translated scales (with COT)

•License scale for the study with Copyright holder

•Sponsor Approval required

Identify/Acquire 
Scales

•Sponsor approval required to proceed

•Linguistic validation of the scale

•Backward and Forward translation – harmonization

•Certificate of Translation (COT)
Translate

•Create Header / Footer & Visit Cover Page

•Sponsor Approval Required

•Create Visit Source Document Workbooks

•Setup source document workbooks with vendor

•Amendment updates to scales Source Document Workbooks

•Recommend – EDC  review

Source 
Document

•Distribute scale workbooks to sites

•Site re-orders (if applicable)

•Quality ControlDistribution

Sponsor 
Approval

Sponsor 
Approval

C
A

T
O

P
S

Sponsor 
Approval

*Operations to provide regulatory submission plan (ongoing)
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Maximizing Efficacy through Surveillance

Real time data reviews for continuous monitoring of sites throughout 
study.  The focus is Clinical Management not error detection.

• Comprehensive program of clinical monitoring

• Source document review for enrollment confirmation – Screening and 
Baseline

• Correlations and consistency reviews visit-to-visit

• Monitoring for scoring patterns and trends

• Rater confirmation (change and qualified)

• Clinical contacts/feedback and re-training with raters

Collect

Report  and Manage

Clinical 
Assessment

Contact
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Typical Data Surveillance Deliverables

Item Description

Surveillance 
Methodology (SM)

The surveillance methodology documents the data surveillance program for the study.  Details include the type of 
reviews to be conducted, method of receiving the data, and communication plan.  This may be incorporated into 
the RTM for some studies.

Source Document 
Tracker

The source document tracker is used to manage the subject visits being monitored.  It will contain all the pertinent 
information about the subject visit including the clinical findings.

Sponsor Detail Report This report is created from the source document tracker and simply formats the data for the sponsor to more 
easily view it by subject.

Proportion of Issues 
Report

The proportion of issues shows what issues are more concerning based upon the proportion of occurrence.  This is 
a higher level report at the issue level and is cumulative for the entire study.

Final Report The Final Report will document the surveillance program.  It should include a summary of the findings in the study.  
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Types of Surveillance

Programs are designed specifically around the type of study and the concerns of 

the study. 

Item Description

Enrollment Confirmation Review and assess the subject visit for subject enrollment into study.  May review both screen and baseline visits.  
Also work closely with Medical Monitor as necessary.

Trend Analysis Use data edits to monitor the raters performance by assessing the scales for trending.

Site Monitoring Similar to Trend Analysis; but at an aggregate – can see clustering of scores.  Helpful to see if a site could be 
inflating scores at screening.

Independent Subject 
Scoring

Monitor the raters by having a independent rater also score the interview and comparing the scores.  Using video 
tapes allow the monitoring of interview skills on an ongoing basis.

Objective Scale 
Monitoring

Objective scales may be monitored for clinical accuracy, i.e… ADAS-cog
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CAT Position Papers



Page 24 | Confidential

CAT Position Papers
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Questions
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