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Introduction

	Introduction to the Qualification Program
	A Quality Assurance’s ability to evaluate and approve Change control by determining impact through analyses, action items, and event management is a key and critical duty that helps ensure the SISPQ of the product.  As a result, all QA Representatives (referred to as in this program as Trainees) must be qualified in order to independently perform this duty.

This Qualification Program Overview provides an outline of the qualification program and process, including any special requirements and/or expectations.


	Qualification Program Process Flow
	Follow the process in the table below to identify the qualification program process.  This process flow includes, but not limited to, the following:



Overview of Qualification Program

	Qualification Program Process Criteria
	This Qualification Program follows the Qualified Employee Program process (QEP) criteria, which supports GQS 107# requirements.

· Document Baseline Qualification Experience and Education including entry requirements that support the approved listed Job Description.

· Identify training requirements required to meet approved standards.

· Provide documentation as evidence of mastering the training shown as percent current on individual’s ITP, and

· Management’s Approval for the individual to perform this duty independently from the evidence documented in the Qualification Program completion.


	Qualification Program Sections 
	The Qualification Program includes the following sections:

· Performance Objectives, 

· Prerequisite training requirements; as applicable, 
· Qualification training events, 
· Qualification program roles and responsibilities, 
· Baseline Qualification Experience (education and experience-based Qualification criteria), 
· Pre-test or Test-out Options; as applicable, 
· Evaluation, Assessment, and Scoring, 
· Remediation Process, 
· Maintenance of Qualification Status, and
· Re-Qualification Process.


Roles and Responsibilities

	Overview
	The successful implementation of the Qualification Program requires full participation from the Trainee and three (3) other key roles: the Supervisor/Team Leader, Instructor Lead Training (ILT) Instructors, and On-the-Job Training (OJT) Instructors who teach/coach/mentor the Trainee to meet the established standards.

Each role has specific responsibilities as outlined in the table below: 


	Role
	Responsibilities

	Trainee
	· Meet with supervision and establish Baseline qualification experience and education. 

· Complete all required training courses and learning activities associated with this duty,

· Prepare for and complete the assessment for the duty, and

· Ask questions for clarification when needed

	Team Leader or Supervisor
	· Select Critical Duties for job and maintain current job descriptions within responsible business areas,

· Supervise people who are required to complete an internal qualification program(s).

· Meet with each Trainee to establish Baseline qualification for experience and education, 

· Provide an overview of the Qualification Program,

· Identify the Trainee’s OJT Instructor(s),

· Provide the Trainee guidance and coaching, as needed, 

· Administer, proctor, grade evaluations and assessments, and provide timely feedback,

· Ensure the Trainee is able to meet the specific requirements before signing as qualified.

	ILT Instructor
	· Deliver course material effectively using ILT instructional model, methods, and techniques, 

· Leading or participating in the development of qualification programs in your area.

· Oversee successful completion of the classroom learning activities, 

· Administer, proctor, grade evaluations and assessments, and provide timely feedback, clarification, and additional resources, as needed, and

· Ensure the Trainee is able to meet the specific requirements of the Course learning activities before signing.

	OJT Instructor 
	· Deliver course material effectively using OJT instructional model, methods, and techniques, 

· Oversee completion of the OJT learning activities,

· Provide the Trainee with feedback, clarification and additional resources, as needed, and

· Ensure the Trainee is able to meet the specific requirements of the OJT learning activities before signing.


Baseline Qualification Experience

	Documenting Experience and Education
	If the Trainee currently has proven evidence through documenting the Baseline Qualification Experience, and posses the required skills and knowledge to perform the objectives, as identified in the Qualification Program, then the Supervisor/Team Leader may determine that experience-based and education-based qualification is acceptable. 
To determine if experienced-base and/or education-based qualification is applicable, the Supervisor/Team Leader should consider the following:

· Trainee’s technical education-
· Certifications, Awards, Professional Development points, defined standards through the role of SME, ILT/OJT Instructor, and other critical role in the development of the qualification standards.
· Trainee’s “percent current” training and past experience(s)-
· Percent current on ITP training assigned, resume, and CV data.

· Trainee’s current ability to successfully perform the duty-
· Current qualification practical effectiveness results, continued training requirements, Qualification period, or re-qualification requirements.


Pre-Tests or Test-Out Options
	Overview
	Pre-Test and Test-Out options allow experienced Trainees to demonstrate proficiencies by taking the Qualification Training Event Exams/OJT Observations without first completing each individual training course. 
Supervisor/Team Leader may determine from the initial meeting and Base-line Qualification Experience that the:

· Trainee possesses the knowledge, skills, and ability and has documentation and evidence to support successful performance and is assigned duty, 

· Trainee possesses the knowledge, skills, and ability with limited documentation or evidence to support successful performance and allows the Trainee to take any applicable pre-test or Test-out options to document, and assign duty, or 

· Trainee possesses some knowledge, skills, and ability and has minimal to no documented evidence to support successful performance and is assigned 

· training for duty, 
· assign OJT instructors, and 
· have trainee go through all qualification training and events.

Then upon successful completion of the assessment(s), the Trainee will be considered qualified to independently perform the duty and can be assigned work.


	Execution
	The Trainee may be given Credit for the Qualification Training Events by meeting the standards through successfully completing the Pre/Post Assessment or Evaluation (TEST or OJT Observation).  Follow the steps in the table below:  


	If…
	Then…

	the Trainee successfully passes the assessment, evaluation, or OJT Observation,  
	he or she will receive course credit within SAP/LEADS.

	the Trainee presents applicable documentation during the initial meeting for Baseline qualification Experience

AND

provides direct evidence of education and experience performing the duty to standard,
	he or she can receive (Qualification substitution) or “Completion” credit within SAP/LEADS.


Performance Objectives

	Guidance
	Upon completing all the required training and activities outlined in this Qualification Program, the Trainee should have developed the knowledge, skills, and/or ability to successfully complete and/or perform the duty independently.


	Prerequisite Training
	Prior to beginning the activities associated with this Qualification Program, the Trainee should complete any prerequisite training courses, as assigned to his/her ITP.


	Qualification Training Events

(QTE)
	All required events are assigned to the Trainee’s ITP as applicable to their role within the duty.  They are completed according to the sequencing of the qualification program.  An example follows: 
QTE1:  Completion of the Qualification Program Overview and Activity-

· Job description created/updated,
· CV, and Resume created/updated within system,
· Baseline Experience qualification documented, 
· Review of required Qualification Training Events/Activities needed to qualify duty assigned, and
· Assign OJT Instructors for required courses.

QTE2:  The Qualification Assessment Course(s)-

· Designed to evaluate the Trainee’s knowledge and comprehension associated with Job Description Requirements of the Qualification Program against the established standards.
QTE3:  The Qualification OJT course(s), as applicable-
· Designed to evaluate the Trainee’s skills and ability associated with Job Description requirements of the Qualification Program against the established standards.



Assessment, Evaluation, and Scoring

	Evaluation criteria
	In order to become qualified, the Trainee must demonstrate his or her ability to perform the duties by completing the Qualification Training Events (i.e., Assessment test, OJT observations, etc.) associated with this program.

Note: The Supervisor/Team Leader or designee will administer, proctor, and/or grade the completed evaluation/assessment in the event the Crisis Plan has to be implemented and BCP ‘hard-copy’ exams should be used.  This is in lieu of the electronic exam given in TEST.


	Evaluation Methods
	Follow the table below to identify the methods of evaluation for the Qualification Program:


	Level
	Method

	Trainee Reaction
	Exit Survey

	Learning
	Oral/written exam/test

	Skills performance
	OJT Observation and/or Direct/in-direct observation

	Effects on Results
	Return on Investment proposal - Lilly Evaluation On-line (LEO).


	Scoring Methods
	Knowledge exams should be executed electronically using The Enterprise System for Testing (TEST).  Follow the table below to identify the evaluation methods for the qualification program:  
Note: See area Test Processes for more information on Electronic exams,  using TEST, and Business Continuity Plans(BCP) implementation.


	If TEST exam…
	Then administering, proctoring, and scoring         will be…

	is available, 
	done electronically.

	is not available
	dictated by local BCP for “hard-copy” exams.


Remediation

	Remediation Process
	Follow the steps in the table below to identify what criteria causes initiation of the remediation process:


	If…
	Then…

	the Trainee fails the evaluation/assessment,
	· the remediation process is initiated and

	
	· Supervisor/Team Leader creates an Individual Remediation Plan for the Trainee,

	the Trainee fails to pass the assessment on the final attempt,
	· the Supervisor/Team Leader will discuss the Trainee's performance gaps and determine further actions, and

· involve human resource personnel, as necessary. 

	Note: See GTD-001for Remediation Process details.


Qualification Maintenance
	Maintenance of Qualifications
	Once qualification status is obtained, the Trainee’s “Percent Complete” and “Percent Current” will show 100% for the Duty.

This qualification status remains in effect unless: 

· There are significant changes to the specified duty,

· Revisions are made to qualification criteria (e.g. procedures), or

· The Supervisor/Team Leader determines employee should be disqualified.


	Impact on ITP Metrics 
	When changes and/or revisions are made and the corresponding training is completed prior to due date, the:


	Percent Current  (Training)
	Percent Complete (ITP)
	Duty Expiration

	remains at 100% as due dates for required training revisions are met
	Remains 100%
	Adjusts expiration date to earliest training Due date until:

· Training is conducted, and then adjusts to next earliest date or back to Qualification Expiration date.


	Revisions with re-training required
	When changes and/or Revisions are made, but training is not completed by due date, the:


	Percent Current  (Training)
	Percent Complete (ITP)
	Duty Expiration

	· 
	
	· 


Re-Qualification

	Re-Qualification Process
	When significant changes to the duty occur, the BET Map Grouping will typically be assigned additional training and employees will no longer show 100% completion status on their ITP. 
When the Supervisor/Team Leader determines an employee should be disqualified, the Supervisor/Team Leader notifies the employee and the Training department. A Supervisor/Team Leader may trigger disqualification due to:

· Leave of absence and/or 

· performance issues

Note: Upon notification, the training department will change the optional Re-Qualification Course to “required.”  
· The required status of the Re-Qualification Course will cause the employee’s ITP to no longer show 100% completion. 

The Re-Qualification Course(s) will contain activities, determined by the Supervisor/Team Leader, to address the skills and/or knowledge deficiency that triggered disqualification. 
Once the employee successfully completes the Re-Qualification Course(s), the Duty will again show 100% complete and current, which will allow for independent performance of those duties.
Note:  Refer to GTD-001 for re-qualification procedures.
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