GMP TRAINING AND TRAINING OF TRAINERS COURSES
CAPS plans to organize GMP Training and Training of Trainers Courses in May-June 2009, in partnership with the Ministry of Health and various Cluster organizations and institutions.

The goals of the training courses will be to:

1) Standardize knowledge of GMP amongst QA Managers, future GMP inspectors and lecturers from different educational institutions.

2) Build internal training capacity within each company so that all companies are capable of meeting GMP training requirements when they become embedded in legislation. 
3) Enable company representatives to better prepare their plans for production plant expansion and development

4) Build capacity of academic institutions to provide basic but relevant training in GMP to students on pharmaceutical courses
5) Establish a core group of trainers capable of providing GMP training to new entrants into the pharmaceutical industry through a proposed GXP Center of Excellence
All interested organizations and companies are requested to select suitable candidate(s), fill in the attached CV template and submit to CAPS. Training is proposed for 30 participants. 

Accreditation for the GMP Training Course is being sought from the Armenian and Australian authorities. 

The training will be conducted by CAPS qualified and experienced international pharmaceutical consultants, Michael Kimber and Alain Kupferman, who undertook assessments of all registered pharmaceutical companies in November 2008. Closely acquainted with specific problems and needs of the Armenian Pharmaceutical Sector, the consultants prepared and developed the GMP Training courses based on the WHO GMP basic and supplementary training modules, but specifically tailored them for use in Armenia. 

The training course will take place over 13 days for approximately 6 hours per day:

	PART 1
	Days 1-4
	PART 2
	Days 5-7

	Module
	Title
	Module
	Title

	M01
	Introduction to Training Course
	D1
	Pharmaceutical Plant and Process Design

	M02
	Quality Management
	S1
	Validation (7 sub-modules)

	M03
	Sanitation & Hygiene
	S2
	Water for Pharmaceutical Use (4 sub-modules)

	M04
	Qualification & Validation
	S3
	Air Handling Systems (3 sub-modules)

	M05
	Complaints & Recalls
	S4
	Sterile Pharmaceutical Products

	M06
	Contract Production & Analysis
	
	

	M07
	Self-Inspection & Quality Audits
	
	

	M08
	Personnel
	
	

	M09
	Premises
	
	

	M10
	Equipment

	
	

	M11
	Materials
	
	

	M12 
	Documentation 
	
	

	M13
	Good Practices in Production & Quality Control
	
	

	M14
	Sterile Production
	
	

	M15
	Active Pharmaceutical Ingredients
	
	

	M16
	Inspection - Introduction
	
	

	M17
	The Role of the Inspector
	
	

	M18
	Preparation for an Inspection
	
	

	M19
	Types of GMP Inspection
	
	

	M20
	The Inspection
	
	


	Part 3
	Days 8-11
	Part 4
	Day 12

	Module
	Title
	Module
	Title

	T1
	Introduction
	FV1
	Visit to Factory 1

	T2
	Training Methodology
	FV2
	Visit to Factory 2

	T3
	Assessment Methodology
	Part 5
	Day 13

	T4
	Workshop 1
	Module
	Title

	T5
	Workshop 2
	
	Discussion on visits


The training will be held in a fully equipped modern room with all relevant facilities. The language of the training is English, with simultaneous translation provided. All training materials, including the Trainer’s Guide, Attendees Workbook and Reference Guide foreseen for use in company training, will be adapted to Armenian circumstances, translated into Armenian, printed and disseminated to participants.  

Trainers will assess the participant’s knowledge gained through specially designed questionnaires. After successful completion of the courses, certificates will be provided. Participants will be requested to submit monthly reports to CAPS detailing the workplace training and any issues found with the implementation of in company training and assessment. Approximately 6 months after the GMP training courses the consultants are anticipated to visit the factories to check on implementation of in company training and discuss any modifications required. 
Trainers that successfully complete the Advanced GMP course maybe selected to provide training through the proposed GXP Center of Excellence that the Union of Medicine Producers and Importers proposes to establish with CAPS assistance.

For further information please visit CAPS website – www.caps.am or contact Lala Margaryants or Anush Shahverdyan at CAPS on 010 500 612 / 500 613 / 500 614.
