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Introduction

	Title
	GPME Training Program Manual 


	Purpose
	The purpose of this document is to identify and describe the responsibilities, standards, processes, and procedures of the GPME Training Program.


	Areas Impacted
	This procedure is applicable to the following departments:

· GMP Process Maintenance and Engineering:

· LTC Utilities

· Development Facility Services

· GMP Engineering and Maintenance Services

· GMP Maintenance Support Services, and

· Quality Assurance Unit


Table of Contents

	Content in this manual
	The table below lists the topics in this manual.
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GPME Training Program- “The Iceberg”

	Training Analogy
	The Iceberg analogy is a great queue to understanding the Training Program.

The small tip above the water line is all we see.  What we don’t see is the huge portion below the water line that makes up the Training Program. 
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General Information

	Training Department’s Mission
	Our mission is to align department through the following critical success factors and deliverables:

· Provide Strategic influence 
· Provide partnerships
· Provide front-end analysis 
· Provide duty-aligned curricula 
· Provide learning solutions 
· Provide training support 
· 


	Training Department’s Training Process Model
	The GPME Training and development has adopted the ADDIE Model with its five (5) stage training process to structure and manage the duty-aligned and results-oriented training program in accordance with (IAW) Corporate and regulatory requirements.  Follow the table below to identify the general ADDIE stages.


	
	Training Stage
	Typical Activities

	
	Analysis
	The instructional designer considers-

· The audience, situation, resources, and tasks.

· Performs various analyses to identify gaps in performance, and

· Derives measurable objectives to be accomplished by the instruction, and

· Partners with area Unit Heads, SMEs, QCs, and benchmarks.


Continued on next page

General Information, Continued

	Training Department’s Training Process Model, (continued)


	
	Training Stage
	Typical Activities

	
	Design
	Based on the analysis and objectives, the designer creates a design plan, including the suitable instructional methods such as-

· Leader Lead

· Self-study

· Computer-based training (CBT)

· Web-based training (WBT)

· OJT

	
	Development
	The instructional designer coordinates and/or develops the training course based on the analysis of the SME.  Training, at a minimum, should include:

· What the task/process is

· How the task/process is performed, and

· Why the task/process is performed this way.

Note:  The development phase includes redlining, reviewing, and piloting (if applicable).  Include relevant regulations and quality standards (if applicable).

	
	Implementation
	Once the designer makes needed changes based on feedback from the SME or results of the pilot (if applicable), the course and instructor(s) are approved and the course is available for delivery (it can be assigned to ITPs).

	
	Evaluation
	This is an ongoing phase, which the entire process is evaluated for effectiveness.  Evaluation methods may include:

· Participant questionnaires/surveys

· Interviews

· Focus groups

· Observations, 

· Performance results, or

· Other measures.

Note: content experts and training personnel evaluate the courses no less than every three years. (see review and approval process in this document).


Definition of Terms

	Icon labels/ Definitions
	To aid in finding information or when there’s something of interest or importance, we use one of the following icons in the left margin.  When you see one, slow down for a moment and see what it’s up. 

Follow the definitions that describe the icons listed in the left margin for your convenience-


	Icon/Labels
	Description
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DANGER
	Danger, pitfall ahead!  Failure can result in:

· GMP Deviations / SISPQ violations

· Regulatory violation

· Injury to personnel/customers, or

· Equipment damage

That’s what this icon is all about.
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	Stop, Pitfall ahead!  Read this section very carefully.  There is something important here.
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	Caution, pitfall ahead!  If something could cause trouble, we let you know.
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	Governance Area / Governance Committee injections

Governance Committee Policy points.
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Procedure
	Procedure information follows.
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Question
	Critical / Important Questions you need to answer

                                      or

Critical / Important Questions you might have.
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Information
	There is additional information here.  We have added web links to references, forms, and data you might want to review; Good to know information.
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Tip
	If there is a way to make something easier, or a more commonly accepted way of doing it, we will tell you about it This is the icon to look for!
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Remember
	Don’t forget this step or stage!  When we really want to reinforce something, we use a remember icon.  


Continued on next page

Definition of Terms, Continued

	Where Definitions are resourced
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Information


	All definitions, whenever possible, have been resourced form Corporate sources to elevate multiple meanings of terms.  These sources are: 

· GBIP- 0522 Appendix B Training Administration Glossary

· http://helpyourself.d51.lilly.com/gbip/csh/getcurrent.html?OBJECT_ID=0901afa38016ce7a  
· Corporate QA Glossary (web-based)

· http://in1fmcc2.d51.lilly.com/webroot/corpproc/CorpPro/GMP%20Glossary.pdf


	Acronyms of key terms
	The following table defines the acronyms specific to this document:




	ADDIE
	– Analyze, Design, Develop, Implement, and Evaluate

	BE
	

	BET
	

	CBT
	– Computer Based Training

	FDA
	– Food and Drug Administration

	GBIP
	

	GEL
	

	GMP

cGMP
	– Good Manufacturing Practices

– Current Good Manufacturing Practices

	GPMETD
	–

	IAW
	– In accordance with

	ID
	– Identification

	ITP
	– Individual Training Plan

	LEADS
	– 

	OJT
	– On-the-Job-Training

	OSHA
	– Occupational Safety and Health Administration

	PDF
	– Portable Document Format

	PC
	– Personal Computer

	SAP
	– 

	SISPQ
	– 

	SOP
	– Standard Operating Procedure(s)

	VLC
	– 

	WBT
	– Web Based Training


Duty-Alignment Methodology and Models

	Duty-Alignment Methodology
	The methodology framework that defines and develops the use of duty-aligned curricula originates from the need to link and align improvement (training) programs with organization and business goals.

As Rummler describes the use of the “Nine Performance Variables”, 


	Duty-Alignment Models
	Duty-Aligned curricula can be developed through two models; competency based and performance based models.

· Competency-Based Model(s)

· Performance-Based Model(s)


	Systems View of Performance Levels
	The three levels of performance in an organization are:

· Organization

· Process, and

· Job/Performer

These performance levels constitute one dimension of the performance model. 


	Systems View of Performance Needs
	The second dimension consists of three factors or performance needs that determine the effectiveness at each level as well as the effectiveness of any system.

· Goals: the Organization, Process, and Job/Performer Levels each need specific standards that reflect customers’ expectations, for product and service quality, quantity, timeliness, and costs.

· Design:  the structure of the Organization, Process, and Job/Performer levels needs to include the necessary components, configured in a way that enables the goals to be effectively and efficiently met.

· Management:  each of the Three Levels requires management practices that ensure that goals are current and are being achieved.


Continued on next page

Duty-Alignment Methodology and Models, Continued

	Nine Variables of Training and Duty-Alignment
	Combining the Levels of Performance with the Performance Needs results in the Nine Performance Variables.  These variables represent a comprehensive set of improvement levers that can be used by managers at any level.

Duty-Alignment uses these levers to link the improvement programs with organizational and business goals.
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	Duty-Alignment; Linkage of Performance to Strategy
	· We start from the Organization Goals, which establishes our strategy and identifies the desired end-states of our strategies.  We then design processes that will implement the strategic criteria throughout the entire organization system and functional areas of the organization.  

· These processes and/or procedures are captured within the BET Maps developed and assigned to the roles responsible for carrying out the processes.  The procedures identify and sequence objectives that must be met in order to accomplish the procedures and/or processes. 

· The objectives and standards are communicated through BETs, which are courses that individuals train upon to gain the knowledge, skills, attitudes, and abilities to achieve the required standards criteria.

· Individual performance standards are measured against established objectives and goals through the use of testing and evaluations.

· Measuring these performances to ensure processes are being completed effectively and efficiently qualifies and validates the desired results.  These results directly reflect against the organization’s strategic goals.  These assessments allow for further development of needed standards and serves as a feedback loop if any changes should occur.  


Continued on next page

Duty-Alignment Methodology and Models, Continued

	View the Linkage
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Duty-Alignment Process Flow

Deleted.

Training Program Resources

ADDIE Model Resources

	ISD Checklist
	Use the following checklist as a guide to track your progress in developing lessons, courses, or training programs.  Your can also use the completed checklist as a reminder of program aspects that need to be evaluated. 


	Analysis
	
	Organizational needs have been determined.

	
	
	Program goals have been set.

	
	
	Training population needs have been defined.

	
	
	On-hand resources have been determined.

	
	
	Constraints have been identified.

	
	
	Job(s) have been broken down into tasks or responsibilities.

	
	
	Tasks have been broken down into skills and knowledge.

	
	
	Job performance standards have been identified.

	
	
	

	Design
	
	Objectives reflect organizational needs and goals.

	
	
	Objectives reflect training population’s needs.

	
	
	Test items have been written for each objective.

	
	
	Each test item matches its related objective

	
	
	Training strategies reflect resource constraints, but honor population needs.

	
	
	Logical training sequence has been determined.

	
	
	

	Develop
	
	Training materials support objectives.

	
	
	Media selection is appropriate for objectives.

	
	
	Media selection reflects resource constraints.

	
	
	Evaluation forms are prepared.

	
	
	Training documentation tracks participant’s progress.

	
	
	Course documentation meets organizational documentation needs (for planning, legal, others).

	
	
	

	Implement
	
	Qualified instructors have been selected.

	
	
	Problems with the training design or materials are recorded.

	
	
	As they become necessary, revisions are made in the program-up to and throughout implementation.

	
	
	

	Evaluate
	
	Evaluation plan was carried out.

	
	
	Evaluation data was used to make refinements or corrections in the course or program.


Learning Resources

	Selection of Resources
	Once duties and requirements for duties are identified for each functional area, learning and support resources are selected for each duty.  

· The primary user support tools are:

· Procedures- (the task steps; performance), 

· Training- (the how, why, when, where, and who), and 

· Diffusion of innovations- new idea, process, or requirement that needs to be adopted by organizations that initiate a need to learn new tasks or processes.  


	Standard Operating Procedures (SOPs)
	SOPs document the sequence of actions required to properly perform a duty.   A SOP is written when an important duty shall be performed in a consistent manner, especially when the results of the performance affects the Safety, Identity, Strength, Purity, and/or Quality (SISPQ) of the product. 


	Training initiatives
	Training courses document the process information needed to properly understand the dynamics, inputs, throughputs, and outputs of the tasks being trained upon.  What this breaks down to is employees need to know what happens before and after their participation in the task.  These process interfaces within the systems of the organization.  Training also enables employees to develop rubrics within the context of how the task is to be performed so that they can anticipate and identify potential problems or troubleshoot problems that arise within a safe and non-threatening posture to SISPQ. 


	Diffusion of innovations
	Getting a new idea adopted, even when it has obvious advantages to the health and welfare of the company, is unique and difficult.  Understanding the rate of diffusion (time it takes to make a change) within the organization is crucial.  There are many barriers that have to be identified and reduced within the physical structure of the organization and its org charts, as well as the organization’s culture and strategic landscape.

Attributes of innovations and their rate of adoption:

· Relative Advantage

· Compatibility

· Complexity

· Trialability


Training Delivery Methods

	Training delivery methodology
	Training is provided to convey knowledge and/or skills that people need to perform job duties.  While procedures document the sequence of actions required to properly perform a duty, training provides the learner deeper understanding of the “whys and hows” around processes and procedure(s), and the opportunity for performance skill practice and coaching when needed.


Continued on next page

Training Delivery Methods, Continued

	Guidance Table
	Follow the table below to assist you in determining training methodologies: 


	Type of Course Objectives
	Definition
	Examples of Verbs for Course Objectives
	Method of Assessment
	Suggested Delivery Methods

	Performance-based

Structured OJT

Hands-on

(psycho-motor)
	Requires learner to apply a skill to the job.

Examples:

Operate equipment

Demonstrate proper gowning for aseptic area

Write a deviation report
	Demonstrate, operate, perform, write, complete, create, assemble
	Behavior observation
	Performance-based training or 

Leader-led

	 Knowledge

(Cognitive)
	Requires learner to demonstrate understanding of information, concepts and principles.

Examples:

Identify a deviation

Define pH

Explain when to use a “hold” label

Recognize a process that is “in control”

Interpret a control chart
	Identify, name, define, list, select, record, measure, classify, explain, summarize, describe, distinguish between, locate, recognize, restate, and interpret.

Note:  refer to Bloom’s Taxonomy of cognitive development for use of verbs IAW cognitive levels.
	Test (written or verbal)

Bloom’s level I and II-

Multiple choice, matching, True/False

Bloom’s Level III and higher-

Essays, Guided response, Reports, 
	Leader-led, Self-study, or CBT.



	Attitudes

(Affective)
	Requires learner to internalize norm-referenced information that develops attitudinal changes that lead to change in behavior, values, and beliefs.

Examples:

· Evaluate yourself on Lilly Values,

· Ethically score yourself on Equal opportunities that you have observed or orchestrated.

· Journal your thoughts on how you are living the Lilly brand.
	Assimilate, evaluate, critique, journal, and review.
	Guided response, meta- cognitive evaluations, and Periodic journals.
	Leader-led or Blended.


Continued on next page

Training Delivery Methods, Continued

	Procedure/ Self-Study
	At a minimum, individuals shall read and sign all procedures associated with the assigned job duty.  

· A course number shall be assigned to all procedures.  

· These courses must include a place for the individual to sign.

· May contain a quiz or learning activity, but they are not required.

Note:  May be used as the only means of training if it is determined that no further explanation, demonstration, practice, or assessment is needed.


	Web-Based Training (WBT)
	WBT consists mostly of self-study training, and is the primary method of delivery of providing knowledge around duties, processes, or systems.  In most cases, web-based self-study courses are developed as part of a training package for a specific duty.

WBT is primarily used for knowledge/conceptual learning when there is no need for coaching and/or instructor facilitation or as part of a scaffolding technique to increase the cognitive level of learning within a training package. 

WBT courses are developed using standardized templates and are housed within a validated system on a qualified server IAW QC and IT regulatory requirements.


	Leader-led Training
	Leader-led training is primarily used for knowledge and or skill practice when a facilitator is required and or many individuals need the training at the same time.  Leader-led training generally takes place in a classroom environment.


Continued on next page

Training Delivery Methods, Continued

	Structured OJT Training
	Structured OJT is a method of training individuals in the work environment using a consistent, planned approach to training events.  Structured OJT provides an opportunity for learners to work one-on-one with a qualified instructor until the individual has completed the requirements to perform the duty independently.  Structured OJT is the primary method of training of operations, and focuses on skills needed to perform the duty, including the execution of SOPs and other tasks.

Structured OJT may or may not have sessions that are fundamentally learning sessions within the performance area.  These sessions enable:

· The Learner to-

· Gain knowledge of supporting criteria needed for performance and/ or demonstration of the action(s) in the lesson

· Create mental models and trouble shooting rubrics that are crucial for performance under usual and unusual conditions, and

· Allows for recall of prior information learned from prerequisite training or performances.

· The Instructor to-

· Give coaching and remediation to poor performance or knowledge of needed skills required to perform the action(s)

· Give positive feedback and scaffolding techniques that foster development of psychomotor and affective learning strategies inherent in the instructional design methodology, and

· Develop better review and recall capabilities of the learners through more personalized and experiential learning methods as the performer demonstrates the required action(s).


General Management of the Training Process for an Area

Goals and Expectations

	The first step!
	The first step in managing training for an area of the company is to articulate the goals and expectations for the training process. 

Note:  This is your program and the more articulate in the description of your goals and expectations will aid in its construction. 


	Helpful questions
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   Question
	
	· What do I want to accomplish with a training plan?

· Should the plan-

· Cover only the bare minimum training that must be done?

· Be a comprehensive plan to meet all training and development needs of the individuals involved, or 

· Something in between these extremes?

	
	
	· 

	
	
	· What do I need to know about the individuals in the area?

· How many individuals are involved?

· What is their expertise level within the-

· Company

· Department

· Job, etc.

	
	
	· 

	
	
	· What do I need to know about the job and work environment?

· Does there involve hazardous-

· Materials

· Equipment, or 

· Tasks.

	
	
	· 

	
	
	· What do I need to know about resources we will need?

· Is there-

· Time available to design, develop, and implement training?

· Time for individuals to receive and learn/qualify from training?

· Money allocated and budgeted for this program?

· Do any parts of the program have short suspense dates to be completed, and Why?

	
	
	· 


Front-end Analysis and Curricula Design

	Objective of front-end analysis 
	The objective is to compile a list of skills, knowledge, and perhaps values, attitudes, and/or behaviors that are needed to perform the job duty or activity of interest.  Ideally, one or more individuals are assigned to perform a front-end analysis in order to determine the performance and/or training gaps of the group.  


	Methods to gather needs information
	The following data gathering methods should be used in identifying training/performance needs within the work area:


	· Brainstorming
	· Interviews/Focus Groups

	· Surveys/Questionnaires
	· Observations-

· Direct/Indirect

· Formal/Informal

	· Organizational Records-

· Document analysis

· Historical data review
	


	Documents used to assess needs list
	Some documents that can be used to assess these job duties or activities of interest are:

· Job Sources-

· Job descriptions

· Existing/Current BET Maps, and

· Existing/Current ITPs

· System Sources-

· SAP/LEADS training reports

· Manufacturing Tickets

· Deviations

· Trouble tickets, and

· Work orders.

· Management Corporate sources-

· Unit Head input

· SME input

· QA/QC input

· Quality Systems

· Regulatory requirements, and

· All associated SOPs, procedures, and policies.

Note: Must have resources to have this accomplished, ie: SME time and partnering time. 


Continued on next page
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	Convert the identified needs list into  curricula
	· After validating that the list is generally complete and accurate, it is converted into curricula, called Business Event Type (BET) Maps in the SAP/LEADS system.

· Timing and other specific parameters can then be assigned to any or all courses, , and

· The BET Maps can then be assigned to the individuals through their Individual Training Plans (ITPs).

Note: A good way to save time and effort is to explore the BET Maps that have already been created and entered into LEADS (both in your area and in the other business areas).  There may be one or more that meets your area’s needs, or may be combined with others, and modified to create the necessary map(s).
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        Tip
	


	Other first-step analysis issues to consider
	See the table below for other issues you may want to consider within the scope of the front-end analysis phase of the training process:


	Issue
	Description

	Target Population Profile
	Includes every variable that might affect outcomes, such as:

· Education levels

· Culture

· Language skills

· Learning styles

· Levels of participation

· Motivation, and

· Past attempts- failures and/or successes.


Continued on next page
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	Other first-step analysis issues to consider, (continued)


	Analysis issue
	Description

	Types of training
	Types of training include:

· Skills enhancement

· Technical

· Soft-skills

· Managerial, and

· Quality.

	Training Platforms
	These are the delivery systems for any training.  Some examples include:

· Classroom (leader-lead)
· On-the-job (Leader-lead qualification)
· Computer-based (CBT self-study), or

· Distance learning (Blended).

	Resources
	These are some of the resources needed for the project and may include:

· Access to SMEs

· Sources for printed materials

· Materials to produce deliverables

· Support equipment needed for project implementation, and

· Realistic time-lines.

	Constraints
	These are the issues that might cause problems including:

· Unreasonable deadlines

· Limited access to training facilities and SMEs

· Platform-related deficiencies such as broken/damaged/outdated equipment, and

· Any other influence on the project’s success or failure.


BET (Course) Design and Development

	Options for design and development
	The acquisition of skills, knowledge, values, attitudes, and behaviors are not to be accomplished through training initiatives only.  Non-training initiatives such as: 

· Different work assignments

· Academic education

· Volunteer work

· Conferences

· Reading, and 

· Mentoring are other forms of learning possibilities to be considered.  

Note: These non-training initiatives will not be tracked using SAP/LEADS, however this criterion can be used for exemption of BETs that the experiences may attribute to.

Some form of intervention needs to be found that will help the person acquire them.  Some options are:

· Find an existing BET (course) within the company that will meet the needs without modification.  

· The training catalog in SAP should be helpful in finding these.

· Locate an existing BET that partially meets the needs and can be modified to fill the gap.  

· The detailed information about each BET is stored in SAP, and a portion of this information is transferred to LEADS via the interface.

· Locate a course that can be purchased.

· Have someone custom-design and develop a BET to meet the needs.

Note: One or more people need to be selected to coordinate the task of determining what courses or other interventions will be used and getting them ready for use.
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        Tip
	


Implementation Factors to Consider

	Questions about implementing the training


	Once training has been obtained, prepared, and approved, the event needs to be delivered “have to take place”.

Questions that might be considered are:

· What criteria will be used to select and certify instructors?

· Is there new equipment to be operated or tools to be used?

· Are there computer terminals available for individuals to take computer-based-training (CBT) or web-based-training (WBT), and do they have the prerequisite training such as computer skills, security, and passwords?

· Who is scheduling the business events (training classes)?

Note: Ask the scheduling questions and design questions from the point when training is required. 


	Pre-implement checklist
	Use the following table below to assist you in researching a pre-implement checklist:
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Question 
	(
	Question/Comment

	
	
	Do we have committed sponsorship form upper management?

	
	What other training or deliverables will our training be competing with for time and resources?

	
	Have other deliverables been seen a positive or negative by our audience (history).

	
	Is the training integrated into the overall training and business plan for the area?

	
	Have we developed and executed a communication plan?

	
	How are we managing audience resistance to our new learning and subject material?

	
	What customizations are needed for global audiences, ie: translations?

	
	Is there a plan for pilot testing?

	
	Is there more than one time for deliverables or is it all at once?

	
	Who needs the training first, management, line personnel?

	
	How will we update materials and changes are needed?


Evaluation and Maintenance Questions

	Maintain the training program
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 Question
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   Remember

       
	No matter how good a training and development plan is, it will not remain constant and will soon become obsolete if not maintained and continuously evaluated, assessed, and updated.  

Periodically, questions such as these should be asked:

· Are there new or revised processes or methods used in the area?

· Is there new equipment to be operated or tools to be used?

· Has there been a change in business objectives, drivers, affecting KRAs (key result areas)?  

· Are there new regulations, policies, procedures, etc.?

· Are people in the area performing their jobs-

· As well as expected

· Do they tend to forget the proper way of doing some tasks over time, or

· Did they never really implement what they were supposed to have been taught in the training?

· Are there BETs on the BET Maps that are no longer needed?

· What is the overall degree of compliance to the training plan (percent current)?

· How does that compare to expectations?  

Note: There are several reports available to help you find this information.  Contact training reports.

· Are individuals within the group falling behind expectations with regard to training and professional development?

· How do I mange people coming in and out of roles who need to be assigned or unassigned training plans?

Note:  The HR, recruiting, and /or Unit Head will notify the training department when a new hire is joining the group or an employee is transferred in or out.

Note: For more information about assignment of training needs consult the Training Department at.


Training Program Governance Process

Governance Levels

	Three levels of governance
	Three levels of governance exist and the correct application of each level is described below:

· Global or Corporate Level ( level III)- this process applies when a BET is proposed for all employees, or for all employees in multiple functional schools, such as School of IT, School of Manufacturing, School of Business, or School of Standards.

Note: Contact the appropriate Functional School Head or your Lilly University Learning Services Business Integrator to assist within preliminary discussion regarding a course’s appropriateness for Learning Council considerations.

· Functional School Level (level II)- this process applies when an event is proposed for all ITPs located in a functional organization.

· Example:  School of MSIT, or School of Business.

· Component/Department level I- this process is used when an event is proposed for employees under a local training organization.


	Choosing the correct governance level
	When deciding on what level the current topic is to fall into regarding governance, keep this in mind.  Always seek assistance through the Training Department, Quality Assurance, and the local Unit Heads.


	If the …
	Then…

	BET area covers a GMP related Duty and is in support of Qualification of personnel using OJT, TEST, and/or LEO, 
	Contact at least level 2 with specific contact to the training department for a RTS to be initiated.

	BET area covers a non-GMP related duty and is in support of Qualification of personnel using training with OJT, TEST, and/or LEO evaluations, 
	Contact at least level 2 with specific contact to the training department for a RTS to be initiated.


Continued on next page
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	Choosing the correct governance level, (continued)


	If the …
	Then…

	BET area covers a GMP related duty and is going to be supported by procedures with TEST or LEO “lite” evaluation, 
	Contact at least level 2 with specific contact to the training department for a RTS to be initiated.

	BET area covers a non-GMP related duty and is going to be supported by procedures with “e-ACK” or LEO “lite” evaluation, 
	Contact at least level 1


Roles and Responsibilities for Governance

	Introduction
	Several roles need to be identified in order to manage the Training Program Governance Process.


	Who does What?
	Below is an example of possible roles and related responsibilities likely to be involved during ITP governance. 


	Role
	Responsibilities

	Business Area Representative(s)
	· Submits proposals from business area

· Evaluates proposals for effect on business areas, and 

· Approves change proposals and communications.

	Quality Representative
	· Evaluates proposals for effect on compliance.

· Approves change proposals and communications.

	Training Department (design personnel)
	· Evaluates proposals based on training principles, 
· Reviews change proposals and communications, and

· Drafts change communications.

	Training Lead Team Leader
	· Monitors external information

· Schedules and directs meetings, and

· Helps resolve disputes.

	Training Department (Training Administration personnel)
	· Collects proposals.

· Documents decisions, proposal forms, and 

· Once approved, incorporates changes into the system via SAP/LEADS.


Governance Structure and Jurisdiction

	Governance Structure
	GPME governance structure and jurisdiction of authority.










Governance Council and its duties

	What is the Governance Council?
	The governance council is a delegated body divided into two sections.

· The first section consisting of the Executive Director’s selected representatives, Quality Control, and Training Department Team Leader.

· Focused on areas concerning-

· Levels Two and Three

· GMP/SISPQ related criteria

· Corporate mandated compliance, and GMP Duty specific.

· The second section consisting of the Unit Head, SMEs, and Training Department Team Leader or designated representatives.

· Focused on areas concerning-

· Prerequisites to job/duty position

· Job skills, and 

· Non-GMP related Duties.


	Governance Council duties
	GPME governance council duties


	Local (level I)
	Global (Level II)
	Corporate (level III)

	· Advise Unit Heads on policy documents that influence any aspect to duty-alignment.

· Partner with Unit Heads and QC to ensure duty-alignment and ITP management meet Corporate and Regulatory guidance.

· Adjudicate and resolve conflicts with duty-alignment and ITP management. 
	· Advise Unit Heads on policy documents that influence any aspect to duty-alignment.

· Partner with Networks and Business Integrators to ensure duty-alignment and ITP management meet guidance.

· Adjudicate and resolve conflicts of available resources
	· Engage in Global and Cross-functional guidance interpretation. 

· Assist local councils as needed to adjudicate duty-alignment and ITP management conflicts.


References and Approvals
	Source documentation and references used
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Information
	The following references were used to develop this document.  For additional information regarding any prerequisite documentation see the Overview section of this document.

With any and all documents, make sure that you have the latest versions.

Corporate Resources and References-

· Global Quality Standard (GQS) 101; Quality Management

http://in1fmcc2.d51.lilly.com/gqsweb/standard_detail.cfm?standardid=56
· GQS 105; Documentation and Data

http://in1fmcc2.d51.lilly.com/gqsweb/standard_detail.cfm?standardid=59
· GQS 107; Personnel Evaluation

http://in1fmcc2.d51.lilly.com/gqsweb/standard_detail.cfm?standardid=61
· GQS 231; Electronic Records and Electronic Signatures
http://in1fmcc2.d51.lilly.com/gqsweb/standard_detail.cfm?standardid=28
· Corporate Quality Policy: Part 16; Preparation, Control, and Retention of GMP Documents.

http://in1fmcc2.d51.lilly.com/webroot/corpproc/qpolicy/Part%2016.pdf
· Corporate Quality Policy: Part 33; Education and Instruction.

http://in1fmcc2.d51.lilly.com/webroot/corpproc/qpolicy/Part%2033.pdf
· GBIP Glossary of terms.

http://helpyourself.d51.lilly.com/gbip/csh/getcurrent.html?OBJECT_ID=0901afa38016ce7a
· Corporate QA Glossary and Acronyms.

http://in1fmcc2.d51.lilly.com/webroot/corpproc/CorpPro/GMP%20Glossary.pdf
Academic/Commercial Resources and References-

ASTD. (2002). Instructional systems development: An Info-Line collection. (rev. ed.), ASTD.  ISBN: 1-56286-313-4.

Foshey,W., Silber, K., & Stelnicki, M. (2003). Writing training materials that work. San Francisco: Jossey-Bass/Pfeiffer.

Rummler, G. & Brache, A. (1995). Improving performance: How to manage the white space on the organization chart (2nd ed.). San Francisco: Jossey-Bass.
Swanson, R. (1996). Analysis for improving performance: Tools for diagnosing organizations & documenting workplace expertise. San Francisco: Berrett-Koehler.


	Approvals
	Approval of GPME Training Program Manual requires the signature of:

· Unit Head, GPME Training Department

· Quality Assurance Representative








Duty-Aligned Curricula


“What we do not see, but is much larger than that above water.  This includes:





BET Map Management


BET Map Creation


BET Map Assignment


BET Map Revision


BET Map Delimit


Add to ITPs


BET Management


BET Creation


BET Assignment


BET Revision


BET Delimit


Design and develop Learning solutions.


Review Current ITP Maps


Identify Gaps in TNG that need closing.


Duty Alignment


Front-end Analysis


Job Analysis


Task Analysis





ITP-


“The small piece we can see and interact with through My Workplace”.


Take Required Training IAW due dates.


























Corp


QA





COE Evaluation Level III:


On boarding


Corporate 


Compliance


Leadership


PM


Redbook


Operation Screendoor





COE Evaluation Level III:


Manufacturing Core 


Regulatory/


Compliance


Duty Specific





















































Global Level II





Local Level I


Level I.





Regulatory/


Compliance


NEO


Duty Specific








QA Rep





QA Unit








Corporate Level III
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