
Courses available through RCSI Clinical Research Centre
	Introduction To Clinical Research & Good Clinical Practice 

	This course is relevant to Principal Investigators, research nurses/midwives, monitors and research site personnel who have not undertaken GCP training within the previous 2 years. Content is based on ICH E6 (R2) 2016, and has been updated to include key requirements of the Clinical Trial Regulation (536/2014), which will be fully implemented in early 2022. 

The following content is included: 

· Introduction to Drug Development and Clinical Research

· Clinical Research Governance & Principles of Good Clinical Practice

· Investigator Responsibilities

· Essential Documents & Regulatory Inspection

The course has Category 1 Approval from the Nursing & Midwifery Board of Ireland (NMBI). It also meets the minimum criteria for ICH GCP investigator site personnel training identified by TransCelerate Biopharma as necessary to enable mutual recognition of GCP training by trial sponsors

	Booking information
	Due to disruption caused by Covid-19 this course is currently available online only. 
Cost: €60.00 per person. To apply: Complete booking form and send to Deirdre Hyland - dhyland@rcsi.com  Payment may be made via link on booking form. Temporary access to the training page will then be facilitated. Review of the content takes 2.25 hours, not including time spent on self-directed exercises and exploring resources. On completion of all sections of the course a Multiple Choice Questionnaire must be passed in order to receive a certificate. 

	Good Clinical Practice (GCP) Refresher Course

	This course is relevant to Principal Investigators, Research Nurses and associated research site staff who have attended a full GCP training day within the last two years.  Content is based on ICH E6 (R2) 2016, and has been updated to include key requirements of the Clinical Trial Regulation (536/2014), which will be fully implemented in early 2022. The following content is included: 

· Clinical Research Governance & Principles of Good Clinical Practice

· Investigator Responsibilities

· Regulatory Inspections
The course has Category 1 Approval from the Nursing & Midwifery Board of Ireland (NMBI) and also meets the minimum criteria for ICH GCP investigator site personnel training identified by TransCelerate Biopharma as necessary to enable mutual recognition of GCP training among trial sponsors.

	Booking information
	Due to disruption caused by Covid-19 this course is currently available online only. 

Cost: €40.00 per person. To apply: Complete booking form and send to Deirdre Hyland - dhyland@rcsi.com  Payment may be made via link on booking form. Temporary access to the training page will then be facilitated. Review of the content takes approximately 1.5 hours, not including time spent on self-directed exercises and exploring resources. On completion of all sections of the course a Multiple Choice Questionnaire must be passed in order to receive a certificate. 

	Good Clinical Practice in Medical Device Research

	A one day course aimed at investigators, project managers, research nurses and other research team members involved in the conduct of medical device research at a clinical research site.  It is also relevant to sponsors and device manufacturers involved in organizing and initiating clinical investigations.  Content is based applicable sections of the Medical Device Regulation and ISO 14155. The course includes the following content:

· Principles of Good Clinical Practice in Medical Device Research
· Medical Devices (What is a Medical Device; Types & Classification; Medical Device Legislation; Clinical Investigations)

· Good Clinical Practice in Device Trials (Ethical Issues; Conduct of a Clinical Investigation; Safety Reporting in Device Research)
· Monitoring & Audit

	Booking Information
	This course is currently offered as a study day using MS Teams.
Upcoming dates: 22nd September, 2021, 09.30 – 16.00; 1st December, 2021, 09.30 – 16.00.  Cost: €60.00 per person. To apply: Complete booking form and send to Deirdre Hyland - dhyland@rcsi.com  Payment may be made via link on booking form. 


	Clinical Research Coordination and Management

	This is a three day course designed to explore elements of the clinical research coordinator role. It is aimed at research nurses and midwives, research assistants, project managers, data managers and others involved in the day to day conduct of a research project. The following topics are included: 

· Role of study coordinator

· Study set-up – Budgets, feasibility, administration, site preparation

· Patient recruitment

· Patient study visit management

· IMP and resource management

· Documentation In clinical research

· Data management, safety reporting and discrepancy management

· Site file management 

· Study close-out and archiving
· Preparing for Audit and Inspection
This course has been accredited as an optional component of a Postgraduate Certificate in Clinical Research Practices, School of Postgraduate Studies, RCSI (5 ECTS). It is also accredited by the Nursing & Midwifery Board of Ireland for 18 continuing education units (CEUs).

	Booking Information
	Due to disruption caused by Covid-19 this course is currently available online only. 

Cost: €180.00 per person. To apply: Complete booking form and send to Deirdre Hyland - dhyland@rcsi.com   Payment may be made via link on booking form, or by invoice on receipt of a purchase order number and invoicing details. Temporary access to the training page will then be facilitated. Following engagement with all module content a short reflective assignment is submitted to the programme coordinator for review. 

	GOOD CLINICAL PRACTICE: SPONSOR RESPONSIBILITIES 

	A one day course aimed at investigators, project managers and associated research team members involved in investigator-led clinical trials, representatives from the pharmaceutical industry and research officers from academic institutions. Content is based on ICH E6 (R2) 2016, and has been updated to include key requirements of the Clinical Trial Regulation (536/2014), which will be fully implemented in early 2022.

The following content is included:

· Clinical Research Governance: Background, Rules and Regulations
· Principles of Good Clinical Practice

· Sponsor Responsibilities

· Regulatory Inspections (Sponsor Perspective)

	Booking Information
	This course is currently offered as a study day using MS Teams. 
Upcoming dates: 29th September 2021, 09.30 – 16.00. Cost: €60.00 per person. To apply: Complete booking form and send to Deirdre Hyland - dhyland@rcsi.com   Payment may be made via link on booking form.


Course Booking Form

	Name:
	Email:

	
	

	Job Title:
	Workplace or home address:

	
	

	Course name: 
	Preferred course date:

	
	

	External attendees:

	To reserve a place on your preferred course date please contact course coordinator, Deirdre Hyland – dhyland@rcsi.com 
Please find below the web payment link to be used for making payments for the courses you are attending: https://ubw.unit4cloud.com/ie_rcs_prod_incomemanager/NReg/QuickPay.aspx?GROUP=54
Where there is a reduced cost for students you have the option of selecting 

NS (non-student) or S (student)
If paying by invoice please provide a purchase order number (if applicable) and details of payee below



	PO Number:  ___________________

Send invoice to: Name:   __________________ E-mail: ______________________

                           Address



	RCSI staff & students

	To reserve a place on your preferred course date please contact course coordinator, Deirdre Hyland - dhyland@rcsi.com. 



	Data privacy statement

In order to process this application, and to provide certification of attendance for future reference, your contact details will be retained on a course attendance record for a period of 2 years. This information will be located on the RCSI server, and will not be revealed to unauthorised persons. You may receive notification of future courses or be asked to complete audit forms If you do not wish your data to be retained, or want to have it deleted or amended at any time, this will be fully respected. 



	Signature:  ________________________                                     Date: __________________

(can be typed or electronic)



	For further information, or to submit a booking form, please contact Deirdre Hyland - dhyland@rcsi.com



