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Introduction
The aim of this document is to assist organizations to develop a training policy to deliver effective EDC training to end users for clinical studies based upon the knowledge and experience of ACDM eClinical Subgroup members and their respective organizations.
The scope of this guideline is limited to training end users. End users are defined as those who shall use EDC for the purposes of study conduct and data cleaning. This includes, site users, CRAs, data managers, safety specialists and other "read only" roles such as project managers and QA.
The guide shall determine the training to be delivered to each role with recommendations on the method to be used to deliver the class.

More intensive training is recommended for study build activities and is described elsewhere.

This guide does not provide assistance in determining who shall be responsible for either developing or delivering training, as this will depend on strategies such as vendor relationship, CRO outsourcing strategy, training resources available and budget.
Background and Considerations
Whilst EDC has been with some organizations for many years, others are either considering using EDC for the first time or have limited experience with EDC to date. It is therefore important to understand the minimum training obligations that you must meet to satisfy regulations but also optimize the training you provide to ensure that users take advantage of the efficiencies available through using EDC.
Compared to training users of traditional paper based CDMS, EDC training brings the following challenges:
· The volume of users and the roles fulfilled mean that many more users have to be trained and the training received must be specific to their role

· Users are geographically dispersed and may not speak English as their first language

· Have variable IT skills that cannot be easily assessed in advance
· Need to be trained in a timely fashion in order that the skills learned can be applied before they are forgotten

· Must account for personnel turnover as some users will leave the study and be replaced by others

· EDC involves change to roles and responsibilities
Lessons from the field
Organisations have grappled with developing suitable EDC training strategies over the last 10 years with mixed results. Several key lessons that have been learned and are generally accepted include:

· Training in the EDC system should be delivered in line with any changes to company process that impact the responsibilities of each role e.g. data query workflows and best practices
· Applying a traditional hands on classroom based approach for all users is neither scalable nor cost effective

· Training must be timely, neither too early nor too late that it delays study progress
· Trainers must be equipped to deal with training diverse audiences such as site users and CRAs, i.e., trainers will be more successful if they understand the roles and responsibilities of their audience and can train within that context
· Some training methods work well on a small scale (such as a single study or a number of small studies). However, the strategy to apply to large international studies may need to be entirely different.

· Documentation that training took place prior to system access being granted for all personnel is essential

· Personnel with no previous experience in EDC should be given highest priority to receive hands on practical training with the system (with exception of roles such as those deemed "read-only" users)

· The biggest challenge remains the training of non-centralised personnel. Thus training site users and CRAs presents logistical challenges that must be taken into account when determining training strategy
 Training Categories

The training provided to end users falls into 3 distinct categories and it is recommended that the training is delivered in the order described:

1. Process training

2. Generic system training

3. Study specific training (may be a mix of system and process)

Each of these categories is defined in greater detail.

Process Training

Training in any company procedures that are relevant to EDC studies, including:

· Introduction to EDC - concepts, responsibilities and benefits

· Regulatory requirements for EDC studies

· Any SOPs, Work Instructions or Forms - e.g. requesting a new user account or contacting the EDC helpdesk

· Best practices relevant to each role e.g. how to monitor studies effectively using EDC

· Should be delivered prior to the generic system training, if system training needed (i.e. high level introduction before detailed system training is undertaken)

Generic System Training

Training in the functional use of the EDC system, customized to each role. It is recommended that this training meets the following criteria:

· Is inclusive of the minimum competencies required to gain access to the EDC system

· Is appropriately documented and completed prior to gaining system access

· Enables users to access a training environment in which they can practice

· Performed as ‘just in time’ training so that the information is easier to recall instead of having a large gap between training and starting to use the system. Ideally performed after process training but before study specific training

Study Specific Training

Training in the data collection requirements specific to each study protocol. This will depend upon the level of customization from a company standard deployment and also upon the role in question. Some examples include:

· The expected timeframe for completing eCRFs and responding to data queries

· Signatures to be applied by the investigator - when and what relevance

· Integration of data from other sources and the impact on EDC data, e.g. IVRS, Central Lab, eDiary

· Handling of safety data and SAE

· Interim analysis

This type of training is most beneficial if given after the generic system training (if generic system training is needed).

Generic System and Process Training
Each user should only complete the generic system and process training relevant to their role once, i.e. there is no need to repeat this training prior to the commencement of each study, with the following exceptions:

1. A new version of the EDC system has been deployed with sufficient changes that impact the functions used by that role

2. New or revised processes have been released for use

3. A period of time, defined by each company, has elapsed since the user last participated in a study using the relevant EDC system

4. Insufficient documentation exists that prove the training in the relevant system or process exist
Study specific training, even if little has changed since the last study was conducted is recommended as a good practice. Ideally a study specific training environment should be available to enable users to create case examples relevant to the study.

Note that this document does not include any recommendations on training related to study build procedures.
Training – Methodologies
Before determining which strategy to deploy, it is important to define which training methodologies are available for use:

	Method
	Description

	Classroom
	The instructor and participants meet face-to-face such as a classroom, meeting or site visit

	Remote Classroom
	The instructor and participants meet through a remote medium such as a Webinar and Teleconference

	eLearning
	Self directed training accessed through an electronic medium such as a Learning Management System, Intranet, Internet or integrated with the EDC system directly


Developing and Delivering Training
The mix of skills within training departments may also have to adapt to meet the demands of EDC training. As well as the traditional role of delivering classroom based training, other skills or roles should be considered:

· Delivering training through web based applications such as Webex

· Developing eLearning content

· Instructional design

· Developing assessments

With limited training resources available, one strategy used by many is a Train-the-Trainer program.
Train-the-Trainer

Train-the-Trainer is particularly useful in global or international scenarios where staff are located far from any central training resources and find it difficult to attend classes. It also affords the opportunity to develop interpersonal skills and expand roles and responsibilities.
Examples of where such strategies have been used include:

· Training CRAs to train site users

· Identifying "super users" (with appropriate EDC knowledge and adequate training skills) to train in a local office setting e.g. training CRAs in remote offices or regions
A Train-the-Trainer approach has advantages and disadvantages that are worth bearing in mind:

	Advantages
	Disadvantages

	· Typically, speak same language as trainee

· Can deliver in a local setting face to face

· May be able to deliver in a more timely fashion than a central group

· Understand the role of the trainee as they are in the same dept.
	· Training skills may be variable

· Quality of training may be variable

· The local trainer may leave or, move on to a new role

· Takes time to develop and maintain the skills of local trainers


Special Considerations for Training Site Personnel
With a focus on training site users as a primary goal, several strategies that have been used by some organizations have been considered carefully. These are:

1. Training site personnel at an Investigator Meeting by providing laptops and exercises to practice learning the system

2. Through the CRA role, by means of a "Train-the-Trainer" (TTT) class, CRAs train the site during a site visit, usually the Site Initiation Visit

3. Training site personnel using Webinars
4. Sending a trainer to the site

These methods are not recommended as a long term primary training strategy. They can be useful on a small scale or to meet an initial need. Should you plan to use the above methods, some important considerations to take in to account are listed:
Training at the Investigator Meeting
· Not all users are present, particularly those responsible for entering the data
· May be well in advance of actual system use

· Difficult to evaluate effectiveness

· May extend meeting and increase costs

· Equipment has to be provisioned and set up
· Burden on company training resources
· Site personnel turnover
CRA Train-The-Trainer
· Is time intensive and must be classroom based

· Budget costs for travel

· CRA turnover means that replacement must be trained

· Time may be limited at site visits

· Quality of training difficult to determine

· May place CRAs under pressure (out of comfort zone)
Site Webinars
· May need additional training sessions to accommodate global studies, e.g. time difference for sites in Australia or South America

· Managing training documentation becomes difficult

· Impact on internal training resources to keep pace with sites requiring training

· Difficult to evaluate effectiveness of training

· Practical considerations for sites

· Do they have a suitable location to watch the webinar and listen to the audio conference

· How well do they speak English

Trainer Visits the Site

· Cost of sending trainer to the site
· Burden on resources or increase number of trainers available
· Dealing with site turnover
Training Recommendations for Each User Role - Summary Table
Based upon the guidance described herein, a summary table ranking the most suitable method of for process, generic and project specific training for each role accompanies this document (Appendix 1). The methods recommended focus upon:

· Scalability

· Timeliness of training

· Whether the role are central or locally based in a typical environment

· Resource management

· Logistics and administration
Training Content and Delivery - Recommendations
To ensure that high quality effective training is delivered regardless of method, some important considerations when developing content and delivering training are also recommended:
eLearning
· Training contains audio and visual content

· Has interactive elements throughout to maintain the attention of the participant

· Is translated into key languages as deemed necessary. This may mean eLearning is available in several languages or a text based translated script is available to follow
· Contains an evaluation of the content

· Enables users to generate a certificate of completion containing appropriate information such as date of completion and version of system trained

· Is linked to user account management in a way that supports efficient study access on completion of training

· Is of a suitable duration for each role based upon responsibilities

Webinar

· Be aware of any constraints on audience size
· Ensure clear instructions are provided to attendees to access the webinar, e.g., installation/test instructions, telephony information etc.

· Ensure that you eliminate any background noise

· Start and finish the webinar on time, particularly if external personnel to your company are attending

· Use interactive tools supported by the webinar software such as

· Polling tools e.g. poll all users at the beginning of a session to determine their EDC experience

· Set quizzes and evaluations
· Use chat windows and notes areas to facilitate Q&A

· Bring in SMEs to support Q&A

· Where possible use the webinar software to automate attendance logs
· Record sessions to enable attendees to take training at a suitable time
Classroom

· Priority given to 

· Individuals without EDC experience, or new to a specific system
· Functionality that requires practice to learn, e.g. building ad hoc reports

· Train-The-Trainer classes

· Develop contextual role-based exercises to practice relevant skills

· Ensure training environment is realistic, i.e. functionality and workflow match production environments
Summary of Recommendations – Training Content and Delivery
1. Develop an EDC Training Policy to ensure training is consistently implemented across project teams and systems
2. Always have a back up method of training to support the primary method

3. Process alignment and company readiness for EDC are important to enable successful training and acceptance

4. Consider study scale as a primary driver in selecting a primary training particularly for CRA and site personnel training
Appendix 1 Table of Recommended training Methods for End User EDC Training
	Roles
	Scenario
	Study Volume
	EDC Process Training
	Generic Application
	Study Specific

	Site Users
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Investigator
	New EDC system or < 1 year EDC experience
	< 5 per annum
	1
	2
	3
	2
	1 (IM)
	3
	3
	1 (SIV)
	2

	
	> 1 year EDC experience
	> 5 per annum
	2
	1
	3
	1
	2
	3
	3
	1 (SIV)
	2

	Site Coordinator
	New EDC system or < 1 year EDC experience
	< 5 per annum
	1
	2
	3
	3
	1 (SIV)
	2
	3
	1 (SIV)
	2

	
	> 1 year EDC experience
	> 5 per annum
	2
	1
	3
	1
	2
	3
	3
	1 (SIV)
	2

	Clinical Operations
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	CRA
	New EDC system or < 1 year EDC experience
	< 5 per annum
	3
	2
	1
	3
	1
	2
	3
	2 (IM)
	1

	
	> 1 year EDC experience
	> 5 per annum
	1
	3
	2
	1
	3
	2
	3
	2 (IM)
	1

	Data Management
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Data Manager
	New EDC system or < 1 year EDC experience
	< 5 per annum
	3
	1
	2
	3
	1
	2
	3
	1
	2

	
	> 1 year EDC experience
	> 5 per annum
	1
	2
	3
	1
	2
	3
	3
	1
	2

	Drug Safety
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Safety Specialist
	New EDC system or < 1 year EDC experience
	< 5 per annum
	3
	1
	2
	3
	1
	2
	3
	1 *
	2 *

	
	> 1 year EDC experience
	> 5 per annum
	1
	2
	3
	1
	2
	3
	3
	1 *
	2 *

	Read Only Users
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Project Managers, QA, Dept. Line Managers
	New EDC system or < 1 year EDC experience
	< 5 per annum
	3
	2
	1
	3
	2
	1
	3
	2
	1

	
	> 1 year EDC experience
	> 5 per annum
	1
	3
	2
	1
	3
	2
	3
	2
	1

	
	
	
	
	
	
	
	
	
	
	
	

	Information
	
	
	
	
	
	
	
	
	
	
	

	Information in brackets is a recommended time/location to run training based upon managing costs and ensuring training is timely
	

	
	
	
	
	
	
	
	
	
	
	
	

	Definitions
	
	
	
	
	
	
	
	
	
	
	

	(IM) Investigator Meeting - for CRA role this could also be a monitor meeting or break out session
	
	
	
	
	
	

	(SIV) Site Initiation Visit
	
	
	
	
	
	
	
	
	
	
	

	1
	Most recommended method
	
	
	
	
	
	
	
	
	
	

	3 
	Least recommended method
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	Notes
	
	
	
	
	
	
	
	
	
	
	

	* Assumes that responsible trainer is based in same locale, otherwise Webinar may be used
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