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ADVERSE DRUG REACTION REPORTING PROCESS

INTRODUCTION

This SOP describes how to prepare and complete an Adverse Drug Reaction (ADR) in
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
- Tracking of patient haemophilia records in CHARMS
o Includes product names, lot numbers, quantity, infusion diary, etc.
- Quick response to patient concerns
- Review/update of ADR reporting in patient charts and CHARMS
- Haemophilia physician approves symptoms as ADR

AHCDC

- Notifying clinic of any discrepancies and omissions of ADR submissions

- Notifying the Principle Investigator of all discrepancies and their resolution

- Review of ADR reports
** this documentation reflects the assumption that the user has basic knowledge of the
CHARMS program

AMENDMENTS FROM PREVIOUS DOCUMENT
None

DOCUMENTATION REQUIRED

This SOP Title:

File name:
Version Date: 15 March, 2012 Document control #: CHARMS-ADR-1
Print Date: 2012-03-15 Document Type: SOP
Page: 10f6 Controlled copy #: 1. Master

This document is a confidential communication of the Canadian Hemophilia Assessment and Resource Management. Receipt of this
document constitutes an agreement by the recipient that no unpublished information contained herein shall be published or disclosed
without written approval, except that this document may be disclosed to the appropriate REB under the condition that they keep it
confidential.




ADVERSE DRUG RESPONSE REPORTING AHCDC

SITE: APPROVED BY:
CATEGORY: SIGNED (BLUE INK):
PREPARED BY: Trevor Soll DATE SIGNED:
MATERIALS

Adverse Drug Reaction details
EQUIPMENT/INSTRUMENTS

PC running the CHARMS program

PRECAUTIONS

01) Ensure correct patient data is entered in CHARMS.

02) Ensure patient name/PHN matches the Canadian Haemophilia Registry (CHR) Number
that is referenced in CHARMS

03) It is mandatory that only one designated person at each clinic have the authority to
submit this report. It will be up to the Clinic Director to make this choice.

PROCESS
A. Log into CHARMS

01) Upon logging into CHARMSs, use the Infusion Diary and locate the infusion episode

Bleed Diary

Infusion Dia ry [ All Bleed Episodes for this patient. Click to select
vale Copwight @ 1999-2003 41C0C a
Select Patient:|AlTeetperson Andrew, -
i M 1000 A
Episode Type [Multiple =l @

Infusions Dccued HoursTil Gaused Days Lost frlom
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| Usethe keyboard ALT-L /ALT B lo select the Infused Lots / Blesd Sitzs T ebs, respeclively
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02) Select the line item of product infused prior to the reaction reported by the patient.

Enter=d.

.
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Blced Diary
FTT H I All Bleed Epizodes for this patient. Click to select
2
Infusion Diary .

vaLo Copiriaht © 1999-2005 A1COC

Select Patienl:|AITeslp9mon Andrew, =
Episode Type [Multiple _.J @

Infusions Dccuned HoursTil Caused Days Lost fiom
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01-Mar-2004 31-Mar 209 [Various 7-)[ | [ | |

Infused Lots | Bloed Sites |

Fciliy Lot Number Biard Name UA__forvmlg Total Unite_Treatment Site T Feactiont
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| Use the keyboard ALTL # ALT B 1o select the Infused Lots / Bleed Sites Tebs, respeclively
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Mcdlfia: flet o Lot#) press Del key on keyboard.

03) Click on the Reaction button and proceed to fill in the Adverse Event report.

B3 Product Reaction [ x|

¥a.1.0 Copyright © 13992003 AHCOC

Ad‘7erse Dl'llg ReaCtion Select Patient Name: [A1Testperson Andrew = |

A. Patient Information
1 Patient ID: [HM 100995

B. Adverse Reaction

ChatMumber [ | 2Age:[44 | DOB:[01Jan1360 | 3 Sex[M | 4 Height[157 | & Weight:
com as

Outoome attributed to adverse reaction (check all that apply)
Death [ LifeThreat Hospitiized Prolonged Stay Disability Congenital Intervention Other If Other Please Specify
O] O O 0 o 0O O O]l ]
Date of Reactnn' Date of Report: Reaction Twe:l: Reaction Length: Ij hs

Primary I Secondary l
Lot #: [A1LOT1 ~] Dosef100 | Expinz[01Jan-2005 |  Product{Factor VIIl-ATBrandT est-ATT estmanufacturer |
Frequency: Indication of use of Suspected Diug onduct{BleedTvauma ;l
Route: 5 :
= Reaction abated after use Reaction reappeared
Therapy From: [01-Api-2004 | To:[01-Apr-2004 | stopped or dose reduced: after reintroduction: [N/4 ~

B.4 Reaction | B.5 Tests | B.6 History l C.9 Drugs c.10 Tlealnenll

Enter your descriptive information in the box below

T ] I

| Address1:
) Hospitat | Address2.
2
Health Professional 71 o, [ I Citg: T T
Reported to Manul.? (] entered By: | Date Sent: | Add Esit

ot [ 2| B a o] R

A. Some cells may be pre-populated with existing data (ie Ul#, last recorded weight, age,
date of birth). Please review to ensure all is correct.

B. ‘Primary’ product tab. This tab records the product infused as selected from the
Infusion Diary to initiate the report. If there is a need to report a secondary product
infused, enter the details by selecting the ‘Secondary’ tab.

04) Complete ‘Section C’ sub-tabs (B4. Reaction, B5. Tests, B6. History, C9. Drugs, C10.
Treatment).

Note: Most information is to be entered manually with the exception of B5. Tests where you
can select the applicable test results as well as add text. All information inputted in each
section will be added on the Health Canada ‘Adverse Reaction Form’
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B3 Product Reaction [ %]

Copyright © 1999-2003 AHCOC

10
Adverse Drug Reaction Select Patient Name: [A1Testperson Andrew |

A. Patient Information
1 Patient ID: [HM100995[ | Chart Number: [ | 2 Age DOB:[01Jan1960 | 3. Sex[M | 4. Height[157 | 5 Wenghl‘
o =

B. Adverse Reaction

Outcome attributed to adverse reaction (check all that apply)
Death LifeThieat Hospitiized Prolonged Stay Disabilty Congerital Intervention Other If Other Please Specify
o 1 O O u] O O u] O
Date of Reaction: Date of Report Reaction Type: -] Reaction Length s

Primary | Secondary |
Lot #: [A1LOT1 ~ | Dose{100 Expiry:[01+Jan-2005 Pmducltacmv VIII-A1BrandT est-A1T estmanufacturer ]
Frequency: Indication of use of Suspected Drug Product{BleedT 1auma -1
Route:
—— Reaction abated after use Reaction reappeared
Therapy From: [01-4pr-2004 To0T-Ap-2004 stopped or dose reduced: [N/& <] aiter reintioduction:
B.4Reaction | B5Tests | BGHistoy | C.9Dmgs |C.10 Treatment| e
Enter your descriptive information in the box below
J

— I st ]
) GEpr oss
Health Professional 201 ", ﬁm—l_, Cig| TT |
Reported to Manut.? [] Entered By: | Date Sent. )| Exit

[
o 2| B | i

B.4. Reaction

. L . — S — — - p—
C. Suspected Diug / «oduct(s)
4 I Seccondary ] .
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Enter your deseriptive nformation inthe box below
(Free Tedt notes may be ertered here which will appaar on the Health Canada "Adveize Reaction Form' -
-
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Hospital: B S
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Roported to Manu. 7 [] Entered Bu: | Date Sent: | Euu Add
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Enter patient reaction details here.

B.5. Tests

C. Suspected Drug Product(s]

Primary ] econdary | )
Lot #: ATLOT1 [100 ] Espiy:[01Jon2005 |  Product{Factor VIlA1BrandT estA17 estmarufactarer |
Frequency: Indication of use of Suspected Drug Producliﬁbedl rauma ;l
Foutz:
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.9 Drugs
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Health Professional 21~ T[] Ci:
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= DO

Edit and submit on the lab results that are applicable.
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B.4 Reaction l B.5 Tests @ C.9 Drugs I c.10 Tlealmenll

Enter your deseriptive information in the box below
Fiee text description may be entered here that will appear on the Health Canada "Adverse Reaction Farm'

B.4 Reaction B.5 Tests ] B.6 History C.9 Drugs Il:.1l] Tlealmenll

Enter your desoriptve information in the box below
Fiee text description may be entered here that will appear on the Health Canada “&dverse Reaction Farm'{ -

B.4Reaction | B5Tests | BGEHistoy | C.9Drugs @

Enter your descriptive information in the box below
F-ee text description may ke entered here that will aspear on the Health Canada "Adverse Reaction Form"

= =

e [a1FaaTFA ~][Dr. |[&TFamiydoc | [&1Famiydoc | Addresst: |
L S Hospital: [41 Test Hospital | Address2: I
Hedth Professional 20 4y o, frrgy i [T | ciue | -

: Reported to Manut. 7 [V] Entered By:[Sally HeadNurse ] Date Sent: Edt  Add

|
e 2| nr| s | o] El

History, Drugs and Treatment tabs will allow all the administrator to describe each section in
detail.

05) Report Preview

It is recommended that the report be reviewed by the Clinic Director or reporting Health
Professional before it is submitted. To preview the report, click on the magnifying glass.
Make any revisions to the form as required.

B.4 Reaction l B.5 Tests @ C.9 Drugs I c.10 Tlealmenll

Enter your deseriptive information in the box below
Fiee text description may be entered here that will appear on the Health Canada "Adverse Reaction Farm'

B.4 Reaction B.5 Tests ] B.6 History C.9 Drugs Il:.1l] Tlealmenll

Enter your desorptve information in the box below
Fiee text description may be entered here that will appear on the Health Canada “&dverse Reaction Farm'{

»

4

B.lReaclion] B.5 Tests I B.6 History I C.9 Drugs

eporter [aTFaaTFa <] [Dr. | [ATFamiydoc

| [&1Famiydoc
3 Hospial |1 Test Hospital
: 2
Hedth Professional 20 5y e, frrgy i [T | ] I
: Reported to Manut. 7 [V] Entered By:[Sally HeadNurse | Edt  Add Exit

o L 2| n| s I L

]
|
]

06) Submitting the Adverse Event

Click on the Save button to submit the ADR. Click “Yes’ on the popup box to finalize the
submission.
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= ¥2.1.0
Adverse Drug Reaction seiect Patient Name: EiTesiperan Andew |

A_ Patient Information
1. Paienl 1D: [HM100995 | Chart Number [1234 2 Age: [42__] DOB: [01an 960
B. Adverse Heaction

Outzome atbibuted to adverse reaction (check +ll that apply)

4 Gex [M__] 4 Height[157_] 5 Weight
cm =

Dealh Uatc of Jeah LifeThreat Hospitiized Prolonged Stay Dicabiity Congenital Inlervention Other |f Other Please Specify
= ) — = |
Date of Reacticn:[ 18-Apr-2004 |Dal = action Langh: - | hrs
s ([ €p7)  Are you sure you war to submit it now?
T ) Voucan chinge heinfamaion once ithas been subiited!
Piimary

Lot#: [ATLOT2 = BrandTest-41 Testmaratacturer
Fequencyi [ A e | eous I
Rode: ?, Rea abated after use Heaction recppeared
Theiapy Frem: [02-Feb- Toi[02-F=5-2004 sw&r dose ieducec N8~ aftar reintroduction: [N72 ]

B.AReaction | BS5Tests | B6Histoy | C.8Dwgs C ﬂ‘renlnenll
Enler your descriptive informationin Ye bes belw

Fres test may be entered here whish will Ee entered cnto the Health Canada “AWOI\\chrk" torrn.

X

— DT [a1FaaTFA - | [Dr. ] [41Familydoc |[A1F amilydoc |Adﬂn=3x
=Y

. Hozpial: [A1 Tozt Hozpital | addres:
Health Professional 261 yp0r, oo vriorris | I City [ [
Repcrted to Marul. ? (V] Entered By: [Susen Headhior - | Date Sent Eair 2dd Evit

Enerea
Modies s | SIS

Serd Adverse Reaction Rpt via tha xn:orrot]

END OF SOP
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CHARMS Adverse Reaction Reporting Process Data Flow Diagram

Patient Visits Clinic and
advises of reaction to
Doctor of recent
adverse reaction.

Dr. decides if
an ADR is
warranted

Is warranted

Details of reaction
are added to the
CHARMS application
in the clinic.

'

Once all the ADR info
has been entered it is
‘posted’ to the web
server database using
automated web page
forms and HTTPS.

\/

Recorded on the web site:
intended recipients, ADR
info, posted by and when.
Lastly URLs are emailed to
intended recipients via web

server.
< Task Completed >

>

ADR recipient receives
email URL link with
invitation to view the
ADR and clicks on link.

Web site prompts for
Login and decides if
access is granted to
the URL.

Is authorized

ADR report is presented
in PDF format and audit
trail of who viewed it is
updated. ADR may be
printed for paper file or
re-viewed at a later date.

( Task Completed >




CHARMS ADVERSE EVENT REPORTING MODULE

CONTACT PI.OR
GOV'T/PHARMA
TO REQUEST
UPDATED CONTACT

EMAIL FLOWCHART
ADR REPORT SENT
ADR REVIEW TIME
(24hrs) <

VERIFY ADR HAS

BEEN ACCESSED
EMAIL

BOUNCEBACK/
ERROR?
YES
ACCESSED?
[ FOLLOWUP WITH

EMAIL RECEIVED?

CONTACT ADR
IT SUPPORT

YES

DONE

‘NON-REVIEWER’ TO
DETERMINE IF THEY
RECEIVED THE EMAIL

REQUEST TO HAVE

FILE REVIEWED




	ADR SOP - how to complete an ADR
	CHARMSDATA_ADRflow
	ADR followup email flow
	AHCDC ADR EMAIL GROUP LIST



