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HOW TO ACCESS LSHTM GCP TRAINING

1. Go to https://open.Ishtm.ac.uk/enrol/index.php?id=6

You will be taken to this screen:

] ~ - < [

&« - O o B httpsy/openishtm.acuk/enrol/index php2id=6

Good Clinical Practice

Home

Good Crliniical Practice

inical
Calendar &

Enrolment options

© Good Clinical Practice ®

Teacher: Patricia Henley This workshop Is aimed at Researchers. Doctoral students and Professional Support Staff working on clinical trials. it will also
Teacher: Naomi Tranter be useful and of interest to staff who wish to learn more about the regulatory framework of dlinical trials.

Each of the modules has a book with chapters. There is an arrow in the bottom right of each page to move back and forward
through the pages as needed.

There is a short GCP assessment at the end (with an 80% pass mark), there is no limit on the amount of attempts.

~ Self enrolment (Student)

Guests cannot access this course. Please log in.

2. Click continue

You will be taken to this screen:

B 8| ™ OpenStudyatLsHTM:I X M "

& S5 O ) | B nupsyopenshtmacuk/oginindexphp pd = L=

Username

Cookies must be enabled in your

r
B Remember username progel}

Some courses may allow guest access

Log in as a guest.

g in

Is this your first time here?

Welcome to Open Study at the London School of Hyglene & Tropical Medicine. To access courses and open educational resources
(OER) you'll need to create an account for yourself. Some individual courses may have a one-time ‘enrolment key' that you won't need
until later. To create an account:

1. Fill out the form with your details

2. An email will be immediately sent to your email address

3. Read your email, and click the web link it contains

4. Your account will be confirmed and you will be logged in

5. Select the course you want to participate in

6. If you are prompted for an 'enrolment key’, use the one supplied and this will enrol you on the course

7. You can now access the full course. From now on you will only need to enter your personal username and password (in the
form on this page) to log in and access any course(s) you have enrolled in.

Create new account

B = s

You are currently using guest access
Home
Get the mobile app -

3. Already registered with LSHTM open study: If you are already registered, please log in using your username
and password. You will be taken to the GCP training homepage
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4. First time user: If you are a first time user to LSHTM Open Study, you will need to create an account:

i. Click Create New Account

ii. Fill out the New Account form with your details

iii. Note down your username and password as you will need this every time you log in.
iv. An email will be immediately sent to your email address

v. Read your email, and click the web link it contains to confirm your log in details

vi. Your account will be confirmed and you will be logged in

5. When click web link in your email you will be taken to this screen:

M Open Study st SHTM: sccount . X T Your registration has been confi X |+

]

ps://open.ishtm.ac.uk/log

Home

Dashboard

Calendar

Private files

Home / Your registration has been confirmed

6. Click continue

You will be taken to this screen:

€ C @ httpsy//open.ishtm.ac.uk

Open Study at LSHTM

Home

Dashboard

Calendar

Private files

s to a range of open educati

il i

FutureLearn Courses

reatment centre. Your sister

Site news

e New MOOCs in 2018
by Josie Gallo - Thursday, 9 August 2018, 12:17 PM
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Thanks, danielle beaumont

Your registration has been confirmed

Continue

LSHTM TEL ®
OER) developed by st ol. In some cases these materials are structured as open access courses, and ks
or anyone to use an: -

Open Educational Resources

ej Longitude Prize &

On 10 October v
screening & pans v

LSHTM_AMR including our film
on India, and panel members

Srosiebrade and Laith Yakob. Itis
FREE. Join ust 4ZN4

Search courses Go

Subscribe to this forum
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7. To select the GCP course type GCP in search courses as shown below (in the red circle). Click Go.

M Open Study at LSHTM: sccount . X Th Open Study at LSHTM x 4 - g x

< C @ nhttpsy/openlishtm.ac.uk * @ :

Open Study at LSHTM

Home

Dashboard

Calendar

Private files

Welcome to Open Study at LSHTM LSHTM TEL °

a range of open educational resources (OER) developed by st

Open Study at
in others th

at the School. In some cases these materials are structured as open access courses, and

erials and activities are openly licensed for anyone to use and re-purpose. -
a

@ Longitude Prize &

On 10 October we are having a fim
screening & panel discuss

LSHTM_AMR incuding our film
on India, and panel members

Srosiebrade and Laith Yakob, It is
FREE Jon us! azng

Site news

Subscribe to this forum

e New MOOCs in 2018
by Josie Gallo - Thursday, 9 August 2018, 12:17 PM &

8. You will be taken to this screen. Click Good Clinical Practice hyperlink as shown below:

M Cpen Study at LSHTM: sccount . X T C

€ C @ httpsy/open.ishtm.ac.uk/course/search.php?search=GCF * @ :

e
Dashboard i“ : '\,
Calendar : { "ﬂ _k 4
— Open Study at LSHTM# <
Home / Courses / Search / GCP —~Search courses| Gcp Go

% Good Clinical Practice ¥

p is aimed at Researchers, Doctoral students and Prof

stricia Henley linical trials. 1t will also

Teacher: Naomi Tranter

of interest to staff who wish to learn more about the regu

a book with chapters. There is an arrow In the bottom right of each page to move back and forward
There is a short GCP (with an 80% pass mark), there is no limit on the amount of attempts.

Category: Open Courses

Search courses GCP Go
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You will be taken to this screen:

M Open Study at ISHTM: sccount . X T GCP x 4 - o X

<« C @ nttps//open.ishtm.ac.uk/e

Good Clinical Practice

Home

Dashboard

Calendar

Private fles Enrolment options

% Good Clinical Practice ®

eacher: Patricia Henley op is aimed at Researchers, Doctc dents and Proft ical trials. It will also

her: Naoml Tranter be useful and of interest to staff who wish to learn more about the regulatory framework of clinical trials.

sional Support Staff working on ci

Each of the
through the pa

les has a book with chapters. There is an arrow In the bottom right of each page to move back and forward
eeded.

There is a short GCP assessment at the end (with an 80% pass mark), there is no limit on the amount of attempts

~ Self enrolment (Student)

No enrolment key required.

Enrol me

9. Click enrol me

You will be taken to this screen:

B & = wuneed youeke (35 Mail - danielk 3 1 Course: Good Clinical P X | o s = .0 %

ot O al A openlshem. ok TR

Good Clinicalwractc

Home / Courses | Open Courses / Good Clinical Practice

Good Clinical Practice

Participants
Badges
i i 3 . ACTIVITIES
Competencies Good Clinical Practice (GCP) Online Training Course
A 2 w { Glossaries
e Welcome to the LSHTM Good Clinical Practice Online course. Vet
This course Is for Researchers, Doctoral students, and Professional Support Staff working on Clinical Trials. It will also be useful and of interest to staff who wish to v Qui
vy earn more about the regulatory framework of Clinical Trials. e e
Dashboard Course Objectives:
+ Understand the Principles of Good Clinical Practice
Calendar + Define the responsibilities of Sponsors, Tnvestigators and Trial Oversight Committees
W - Detall the requirements for informed consent in trials
Private fles + Describe pharmacovigllance in dlinical trials
My courses + Identify the essential documents in a trial
There will be a short assessment at the end of the course. Upon completion you will recelve a certificate.
We have also supplied a feedback form at the end of the course and would be grateful for any comments or suggestions to help us to improve
this course. Many thanks!
i Glossary
»Openall  ¥Close all
Instructions: Clicking on the name will show / hide the n.
Course Content (0]
A brief look into history... (]
Introduction To Good Clinical Practice 0}
Roles & Responsibilities - Key players (]
Informed Consent ®
CRASH -19: How to access LSHTM GCP Training
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10. Welcome to the LSHTM GCP online course.
Please work your way through each of the course modules.

Use the grey arrows circled in red below to navigate through the information in each module.

Good Clinical Practice

Good Clinical Practice

Participants > _
) e
- Rt ‘
Badges rses / Good Clinical Practice / Roles & Responsibllities - Key players / Roles & Responsibilities a . A "I
Competencies " —
Grades e o -
Roles & Responsibilities
Home 4
Dashboard Roles and Responsibilities - Key Players
Calrelor This module will focus on the roles and responsibilities of the key players involved with the design and conduct of a clinical trial.
Private files
These key players are the:
fsaee . Ethics Committee
Good Clinical Practice * Regulatory Authorities
+ Investigator
+ Sponsor

+ Trial committees

There are many other roles and responsibilities that can be delegated to others during the conduct of a trial (e.g. monitoring of trial data, processing of trial samples etc), but
ultimately it is the responsibility of the key players listed above to ensure that the 13 principles of GCP are always considered by everyone who is involved in the conduct of a
trial.

Please read on to learn more about their specific roles and responsibilities...

< Introduction to Good Clinical Practice Informed Consent »

Jump to... =

To progress to the next module, click on the module name in blue, as shown in the screen below

TABLE OF CONTENTS

* 1.Roles and Responsibilities
inresearch
* 2.Ethics Committee
« 3, Regulatory Authorities
* 4.Investigators
© 4.1, Investigator
Responsibilities
© 4.2, Delegation of duties
* 5.Sponsor
© 5.1, Assessing risk
© 5.2, Vendor Oversight
* 6. Trial Committees
© 6.1, Trial Management
Group (TMG)
© 6.2. Data Monitoring
Committee (DMC)
© 6.3. Trial Steering
Committee (TSC)

Good Clinical Practice

parucarss Good Clinical Practice ; 4 =]
Badges Hor A s purses / Good Clinical Fradca‘l Roles & Responsibilities - Key players / Roles & Responsibllities i ' V
Competencies = =
Grades e e Q e
Roles & Responsibilities
Home <
Dashboard Roles and Responsibilities - Key Players
CAlaAM This module will focus on the roles and responsibilities of the key players involved with the design and conduct of a clinical trial.
Private files
These key players are the:
Moo + Ethics Committee
Good Clinical Practice * Regulatory Authorities
+ Investigator
+ Sponsor

+ Trial committees

There are many other roles and responsibilities that can be delegated to others during the conduct of a trial (e.g. monitoring of trial data, processing of trial samples etc), but
ultimately it is the responsibility of the key players listed above to ensure that the 13 principles of GCP are always considered by everyone who is involved in the conduct of a
trial.

Please read on to learn more about their specific roles and responsibilities...

Al

Informed Consent »

< introduction to Good Clinical Practice Jump to. s
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in research
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o 5.1. Assessing risk
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TAKING THE ASSESSMENT

Once you have read through the course modules, please complete the GCP Assessment. This is a short
assessment which includes questions from all areas of GCP that have been covered in the modules.

There is an 80% pass mark, with no limit on the amount of attempts.
Instructions for taking the quiz follow below

1. Click GCP Assessment (R2)

Data Management

Good Clinical Practice

Monitoring, Auditing and Inspections

Participants

Investigational Products and Safety Reporting

End of Study and archiving

GCP Assessments

Please complete the short assessments below. Upon completion you will recelve a certificate.

Dashboard Wi cc
I3 b o th 4 f
Calenda
Private files
I ane [=] aep certiteste 2
Good Clinical Practice Thank you for completing this course,

We have supplied a feedback form and would be grateful for any comments or suggestions to help us to improve this course. Many thanks!
. Online GCP Course Feedback Farm
Country Specific Regulations (Optional module) ®
References

For the International Compéation of Human Research Standards please see link below:

hittp://wvaw.hhs.gov/ohrpfintermational/inticompilation/inticompllation htmi

References and Further Reading [0}

2. Please work your way through the 20 questions, following the instructions

Good Clinical Practice

participants

Badges

Competencies

Grades QUIZ NAVIGATION

V
HHHEE
IHERE
Calendar ) [

CIEEIEE

My courses
Finish attempt

Good Clinical Practice

CRASH -19: How to access LSHTM GCP Training
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3.  When you have answered all 20 questions click Finish attempt

Fnish attempt

4. You will see a summary of questions you have answered. If any questions have been missed or not saved,
please go back (click return to attempt) and answer the questions before you submit the quiz.

ents / GCP Assessment (R2) / Summary of attempt

S U A e

GCP Assessment (R2)
Summary of attempt

Question Status

5. Click submit all and finish as shown above. Confirm you want to submit your quiz when prompted.

You will be provided with a summary of your answers, and how you scored on each question

CRASH -19: How to access LSHTM GCP Training
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6. If you have obtained a pass mark of 80% and above, at the bottom of the page you will see GCP Certificate (R2). I

Click this

If you score less then 80%, please review the course modules and take the assessment again. Please jump to point 10
below to see how to do this.

20

You will be taken to this screen:

—a

Good Clinical Practice g

Home ! My courses | Open Courses / Good Clinical Practice

A
GCP Assessments / GCP Certificate (R2) =1

gl | |/
- e VPR

Summary of previously received certificates

<4 GCP Assessment (R2)

CRASH -19: How to access LSHTM GCP Training
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https;//openshtm.ac.uk/mod)/certficate/view.phe

[ GCP Certificate (R2) - Google Chrome

@ https;//open.Ishtm.ac.uk/mod/certificate/view.php?id=1324&action=get

LONDON
SCHOOLof
HYGIENE K
&TROPICAL \ ] J)éB
MEDICINE N\&z=

Dan Biddle

Good Clinical Practice

This is to certify that

successfully completed the

to open your certificate in a new browser window.

Get your certificate

a3
&

S 3 X
E

Online GCP Course Feedback Form »

8. Please save a copy for your records send a copy to crash19@Ishtm.ac.uk and upload a copy to your site’s

electronic ISF.

9. Your certificate will be saved in the GCP assessment section (as shown below)

i Course: Good Clnical Practce. X

hitps//open ishtm acuk,

Good Clinical Practice
Participants

Badges

Compatencies

Grades

Home
Dashboard
Calendar

Private files ) GeP Assessment (R2

My courses ™

Good Clinical Practice

P 3CP assessment induding questions from
Q 0 this course,

Informed Consent
Essential Documents
Data Management

Monitoring, Auditing and Inspections

Investigational Products and Safety Reporting

End of Study and archi

We have supplied a feedback form and would be grateful for any comments or suggestions to help us to improve this course. Many thanks!

“

*. Online GCP Course Feedback Form

References

Country Specific Regulations (Optional module)

For the International Compilation of Human Research Standards please see link below:

http://www.hhs.gov/ohrpfinte

This module is still under development
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10. If you do not pass with at least 80%, at the bottom of the summary of your answers please click ‘Finish Review’
circled in red

<o

Good Chinical Practice

Participants

Badges

Competencies

Grades

Home

Dashboard

Calendar

Private files

My courses

Good Chnical Practice

< End of Study and archiving —_— .

11. You will be taken to this screen.

Good Clinical Practice
Participants
Badges
Competencies

Grades

Home
Dashboard
Calendar

Private files
My courses

Good Clinical Practice

Good Clinical Practice

&.é[ My courses . Open'Courses / Good Clinical Practice

GCP Assessment (R2)

his is a short GCP assessment including questions from all areas of GCP that have been covered In the modules. There is an 80% pass mark. with no limit on

Grading method: Highest grade

Summary of your previous attempts
Attempt State
Finished
Subemitted Friday. 5 October 2018. 9:03 AM
Highest grade: 5.33 / 20.00.

Re-attempt quiz

< End of Study and archiving

Grade /20.00

Review

Review

Online GCP Course Feedback Form »

If you wish to review the GCP materials again use the ‘Jump to’ to see the list of GCP modules

Alternatively, please click ‘Re-attempt quiz’ to take the assessment again. If you pass with 80% or above, please
follow points 6 - 9 above and send a copy to crash19@Ishtm.ac.uk.
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