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ADVERSE DRUG REACTION REPORT REVIEW PROCESS

INTRODUCTION

This SOP describes how to review an Adverse Drug Reaction (ADR) that has been sent out by
CHARMS (Canadian Haemophilia Assessment and Resource Management System).

CHARMS is an MS Access Database that is utilized by 26 Haemophilia clinics across Canada.
It collects data on product distribution, clinical outcomes, adverse events, genotyping, and has
clinical, nursing and study consent modules.

Confirmed ADRs are posted in CHARMS with corresponding data placed in the Health Canada
ADR Report. This information is sent out to all intended recipients via the CHARMS
webserver.

Responsibilities:

Haemophilia Clinics
- Ensure an up-to-date list of ADR recipients is made available to the AHCDC
- Quick response/review of the ADR
- Haemophilia physician approves symptoms as ADR

AHCDC
- Review of ADR and verify ADR access by intended
- Follow-up with non-reviewers to determine if they received the ADR email

** this documentation reflects the assumption that the user has basic computer skills **
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EQUIPMENT/INSTRUMENTS
PC running Adobe Acrobat Reader v4+

PRECAUTIONS
01) Ensure each approved ADR recipient has their CHARMS-Web username and password.

PROCESS 1 — How to review a posted ADR

01)Upon final logging of an ADR by the clinic, the following email (sample) will be sent out
to the intended recipients notifying them that an ADR has been submitted.

rom: CHARMS Web Notifier
blect: Adverse Reaction Notification (107)
Jate: May 20, 2011 2:34:08 PM MDT
To: EDM®@ahede.ca, PPGKIRCanadaSafetyGroup@pfizer.com, Bruce Ritchie, Emily Moen, Nancy Dower, Caroline Farmer,
adversedrugreports@canadianplasma.com, Bruce Ritchie, Trevor Soll, Anthony Chan
c: AHCDC

Adverse Reaction Notification (107)

ATTENTION:,
This Is an automated errall notification that a new Adverse Reaction Report has been submitted as of teday, May 20, 2011.

The Adverse Reaction Report can only be reviewed by an authorized team member. Please contact your authorized team member for specific ADR
detalls.

In order for an authorized team member to view or print this Adverse Reaclon Report you will need to:
a. know your CHARMS-Web username and password
b. have Adobe Acrcbat Reader v4+ Installed,
c. click on the link below and
d. enter your CHARMS-Web username/password to login on our secure web server when prompted
Click here to retrieve ACR #107.
If you are having any technical difficulties reading this report, please emall us at notifier@ahcde.ca
1f you questions about the content of this report, please contact the Reporter listed on the bottom of the report.
Thank you from the CHARMS Data Web Support Team.
All information in this @mail should be considered confidential and intended solely for the use of the individual or entity to whom this

emall is addressed. If you have received this email in error please notify the sender immediately then delete the message and any
attachments.

Automated Emall from https://charms.ahcdc.ca

02) Click on ‘here to retrieve ADR #xxxx’

In order for an authorized team member to view or print this Adveg

eaction Report you will need to:

know your CHARMS-Web username and passwg
have Adobe Acrobat Reader v4+ Installed
. click on the link below and

enter your CHARMS-Web ugern

anow

password to login on our secure web server when prompted.

Click here to retrieve ADR #107.

03) This will launch your web-browser (ie. Internet Explorer, Firefox, Safari) taking you to the
CHARMS Data-web login (https://charms.ahcdc.ca/login.asp)
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Welcome to CHARMS Data Web.
All access to this website is secured by user login and recorded for security,
including your IP address (142.244.114.177).

The information on this web site is intended only for the purposes of the
manufacturer, the regulator and the distributor of the product described. By
accessing this information, YOU agree to not share this information outside
these groups.

Please enter your assigned login name and password; then click <login> to
continue.

CHARMS Data Web Login

Username:

Password:

"< Login > )

Change Password I Forgot My Password

% Find: (Q Mac Next | Previous Highlight all ™ Match case

If you have previously entered into this system, you may be directed to re-login. Follow the
‘Click here to Login’ which takes you back to the main log-in screen.

®0o Mozilla Firefox
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Sorry your session has timed out or you hgy
You need to login before you can |
Click Here To Login

ot yet logged in!
ed further!

04) Enter your Username and Password and click ‘Login’

05) The ADR data will be downloaded to your computer and your Adobe Reader program will
open showing the completed Health Canada Adverse Reaction Reporting Form
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END OF PROCESS 1

PROCESS 2 — How to view ALL previous ADR’s submitted by your Clinic

This section informs the users that they can login using their individual access codes to view
ALL previously reported ADR’s submitted by your clinic.

01) Launch your web-browser (ie. Internet Explorer, Firefox, Safari) taking you to the
CHARMS Data-web login (https://charms.ahcdc.ca/login.asp)

02) Enter your username password when prompted
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Welcome to CHARMS Data Web.
All access to this website is secured by user login and recorded for security,
including your IP address (142.244.114.177).

The information on this web site is intended only for the purposes of the
manufacturer, the regulator and the distributor of the product described. By
accessing this information, YOU agree to not share this information outside
these groups.

Please enter your assigned login name and password; then click <login> to
continue.

CHARMS Data Web Login

Username:

Password:

"< Login > )

Change Password I Forgot My Password
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If you have previously entered into this system, you may be directed to re-login. Follow the
‘Click here to Login’ which takes you back to the main log-in screen.
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03)Enter your Username and Password and click ‘Login’

04) From the main menu click on ‘Adverse Reaction Reporting’
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CHARMS Data Web - Main Menu

1. Adverse Reaction Reporting

op

Click on the "Adverse Reaction Reporting" to view a list of ALL ADR's reported by your clinic

< Logoff >

Top

05) A list of all ADR’s from your clinic will be displayed, you can view the details of each
ADR by clicking in the blue hilited “AR RPT” column.

The prefilled Health Canada form will be displayed.

(3 s

CHARMS Data Web - Adverse Reaction Reporting

Your Adverse Reaction Reports are kisted below showing the most recent reports first. Use the paging butions below to page through your kst as required

00uct Description
AHCDC
AMCDC
ANCOC
A=CDC
AMCDC
AMCOC
A=CDC
AMCDC
AMCOC
ARCDC
AHCDC
Baxter Corporation
Now 19, 2010
N

Baxter Corporation
AMCODC

ov 16, 2010
" A=CDC

ov 8, 2010

Brand-AMCOC
COCBrons-A=COC
Brand-ANCDC
Brand-AMCOC
$ngOnly

gee
£%%

Fac

2008

>4 >n

* Click on the "AR Rpt" # to view the detailed report submitted.

Manufacturer

Last Accessed From IP

Nov 24,2011 337pm 1422

Oct 19,2011 327pm 1422

< Logolt > L&

Theresa Aimo

Thecesa Almo HAM)
Tracesa Aimorne (HAM)
Tharesa Aimo

Trecesa Almo
Tracesa Aimoe
Traresa Aimo
Theresa Aimo
Tracesa Almos
Thacesa Almaene (HAM)

Tracesa Aimonte (HAM)

Tracesa Aimonte (

Thecesa Almoet
Tracesa Almoese (HAM)
Theresa Almonte (MAM)

END OF PROCESS 2

END OF SOP
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