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Interpretation & Application of ICH E6(R2) Registration Instructions

1. Copy & Paste the following URL: https://cpd.partners.org/mrct/content/interpretation-and-application-ich-
ebr2#tigroup-tabs-node-course-defaultl

* Please note: Google Chrome is the preferred web browser for this interface.

2. Log-in using the buttons on the top right of page

= Find a course. B
g Mass General Brigham Office of Continuing Professional Development oom o

Im ABOUTUS ~ | ACCREDITATION INFORMATION HOSPITALS | COURSE CATALOG ~ | MY ACCOUNT -~ -

¢ Mass General Brigham Employees: use login button under ‘Mass General Brigham CPD Login’
¢ All Other Users: use the login button under ‘Visitor Login’ or create a new visitor account

* For New Users: enter the required information into form, then click ‘Create New Visitor
Account’ button at the bottom of the page

3. Click on ‘Register/Take Course’ tab

OVERVIEW  FACULTY ~ ACCREDITATION | ELidtbyla

INTERPRETATION AND APPLICATION OF ICH E6(R2)

OVERVIEW ~ FACULTY  ACCREDITATION ‘ REGISTER

4. Click ‘Enroll’

Title Price Status

Interpretation and Application of ICH E6(R2) $0.00 O Available v
Module 1: ICH E6(R2)

Module 2: The 13 Principles of ICH GCP

Module 3: IRB Responsibilities

Module 4: Investigator Qualifications & Responsibilities

Module 5: Sponsor Responsibilities

Module 6+7: Clinical Trial Protocol and Protocol Amendment(s)
and Investigator Brochure

Module 8: Essential Documents

Module 9: GCP in Practice for Reviewers - Risk-Based
Monitoring as One Element of Quality by Design

Module 10: GCP in Practice for Inspectors

Module 11: Key Takeaways of This Training

Please contact the Mass General Brigham Office of Continuing Professional Development at
partnerscpd@partners.orq if you have any questions.
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5. Click on the title of the module you wish to access. This will navigate you to the educational

content.
Tite Price Status
Interpretation and Application of ICH E6(R2) $0.00 @ Complete
Module 1: ICH EG(R2) $0.00 @ In progress

l:> Module 2: The 13 Principles of ICH GCP $0.00 O Available o
I::) Module 3: IRB Responsibilities $0.00 O Available 5|

Module 4: Investigator Qualifications & Responsibilities $0.00 O Available
Module 5: Sponsor Responsibilities $0.00 QO Available
Maodule 6+7: Clinical Trial Protocol and Protocol Amendment(s) $0.00 O Available

and investigator Brochure

:> Module 8: Essential Documents $0.00 O Available =]

Module 9- GCP in Practice for Reviewers - Risk-Based $0.00 QO Available
Monitoring as One Element of Quality by Design

Module 10: GCP in Practice for Inspectors $0.00 O Available .
Module 11: Key Takeaways of This Training $0.00 Q Available

6. Click on ‘Register’ tab, and then on the ‘Take Course’ button

MODULE 2: THE 13 PRINCIPLES OF ICH GCP

REGISTER

W FACULTY  ACCREDITATION
TAKE COURSE »

PRICE
COST: $0.00

* Please note: all modules will appear in a pop-up window, please be sure your pop-
ups are not blocked. When the module is complete, you will be prompted to close

this window.

7. To complete more modules, click ‘Return to Parent Home.’ This will take you back to the

comprehensive list of modules.

€ RETURN TO PARENT HOME

COURSE COMPLETE

THANK YOU FOR PARTICIPATING IN THIS COURSE.

You have completed the course. Use the links below to review the course content

RETURN TO /NTERPRETATION AND APPLICATION OF ICH E6(RZ)

This course is part of a set

RETURN TO COURSE HOME

Please contact the Mass General Brigham Office of Continuing Professional Development at

partnerscpd@partners.org if you have any questions.
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8. In order to obtain a certificate, you must complete each module with an 80% passing rate. A
‘Certificate’ tab will appear once all modules are complete (as seen below)
e Please note: Should you score below 80% on the quiz, the module status will remain
as ‘In Progress.’

Home » Multi-Regional Clinical Trials » Interpretation and Application of ICH E6(R2)

VIEWY  CERTIFICATE
FEATURES

Home

Coun

Tide Price
Interpretation and Application of ICH E6(R2) $0.00
Module 1: ICH E6(R2) $0.00
Madule 2: The 13 Principles of ICH GCP $0.00
Module 3: IRB Responsibilities $0.00
Module 4: Investigator Qualifications & Responsibilities $0.00
Module 5: Sponsor Responsibilities $0.00
Module 6+7: Clinical Trial Protocol and Protocol Amendment(s) $0.00
and Investigator Brochure

Module 8: Essential Documents $0.00
Module 9: GCP in Practice for Reviewers - Risk-Based $0.00
Monitoring as One Element of Quality by Design

Madule 10: GCP in Practice for Inspectors $0.00
Module 11: Key Takeaways of This Training $0.00

9. Click on the ‘Certificate’ tab to download your certificate

INTERPRETATION AND APPLICATION OF ICH E6(R2)

OVERVIEW ~ FACULTY  ACCREDITATION | REGISTER

Status
oComp\ete

@ Complete
@ Complete
@ Complete
oComp\ete
@ Complete

@ Complete

@ Complete

@ Complete

@ Complete

@ Complete

(B) interpretation and...pdf

Home » Multi-Regional Clinical Trials » Interpretation and Application of ICH E6(R2)

VIEW  CERTIFICATE

FEATURES

Home
Courses
News

INTERPRETATION AND APPLICATION OF ICH E6(R2)

‘ OVERVIEW  FACULTY  ACCREDITATION [ME{HNIiY

Welcome to Interpretation and Application of ICH E6(R2) - an online
course commissioned by the Training Subcommittee of the
International Council for of Technical

for Pharmaceuticals for Human Use (ICH) and developed by the
MRCT Center with a multi-stakeholder international team of
experts.

This is an introductory course consisting of the following 10
modules that reflects the ICH Guideline E6(R2): Guideline for Good
Clinical  Practice. The content is particularly directed at
govermental regulatory reviewers and inspectors and is also
applicable to other stakeholders including investigators, study
teams, ethics committee members, research organizations and
sponsors.

« Module 1: What is ICH E6(R2) and how does it apply to
regulatory reviewers and inspectors?
« Module 2: The 13 Principles of ICH GCP

COURSE SUMMARY

Course opens: 07/01/2019

Course expires: 07/01/2020

R Bookmark course

Please contact the Mass General Brigham Office of Continuing Professional Development at
partnerscpd@partners.orq if you have any questions.






