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CHARMS V3.1.0 - OVERVIEW OF ENHANCEMENTS

There are four major enhancements in CHARMS V3.1.0 . In addition, numerous changes and
added functionality has been implemented. The following pages will show most if not all of these.

Splitting the demographic and clinical components into separate database files.
The purpose was to ensure greater security of patient data and to enable the technical support team
to trouble shoot without having access to confidential patient demographics.

In addition to the usual CHARMS login username/password, an additional security access password
has been added. This new password is encrypted and is required after the initial login to CHARMS.
Access without this security password will only allow the user to view the clinical information and
no demographics. The clinical information will only be identified by a numerical combination of a
system key identifier and the CHR#.

Patient “Unique Identifier”” assignment.

Every registered active patient that has a CHR# will now be assigned a new Unique ldentifier. This
UlI# will identify each patient uniquely but anonymously throughout the CHARMS system of
databases in Canada. It is this Ul# that will be used to register patients in the Pharmaceutical
databases that track bleed events and product infusions.

Ul#’s will automatically be assigned with the initial upgrade of CHARMS. For those patients that
have missing information, which will prevent CHARMS from auto assigning a Ul, a report will be
available to print. The Ul# that are assigned, will remain the same if the patient moves from one
clinic to another, providing that the qualifying information remains the same.

Adverse Event Reporting: A new, more detailed form has been added to capture any reactions that
a patient reports to the HTC. It is specifically linked to product infused and is recorded via the
Infusion Diary. The process in brief is as follows; the reaction record is first captured in CHARMS.
The HTC administrator is given the capability to view the information, as it would look on an
actual Health Canada Adverse Event form prior to submitting the report.

Once the HTC administrator has approved the local previewed report, they may then request
CHARMS to submit the report to the web server. CHARMS web services are hosted by Hamilton
Health Sciences Hospital. No submission of an Adverse Event is allowed without the appropriate
HTC assigned password. The HTC password is authenticated and will only be provided to one
person at any HTC and only to the administrator of that HTC. After a successful submission, an
automatic notification will be sent to the pre designated parties via email. The Adverse Event
Report will be available to only the parties that received the notification and have security access to
view it.

Research Studies and Patient Consents: A master Study form has been added to enable the
HTC’s the capability to record any study that will require patient consents to be recorded. The
Master Study module captures the details for each specific study along with any specific consent
agreements. The Patient Consent module will record the patient as a participant in a specific study.



CHARMS UPGRADE MANUAL - What to Expect

1. How to get the New CHARMS V3.1.0

The UPDATE CHARMS Icon on your desktop will get the new version of CHARMS for you. You will
be notified either by email or telephone that CHARMS V3.1.0 is ready to download. For those HTCs that
have their data portion of CHARMS on their hospital servers, you need not worry, as CHARMS will
prompt you for the location of your data files. For those HTC’s that have their data still stored on their
local PC's, the update will automatically upgrade CHARMS without the prompt to locate the data. One
important note; All HTC’s should have their data tables on their hospital servers. For security reasons as
well as proper nightly backups. If you are unsure whether your data tables are on your hospital server,
please contact CHARMS Support to investigate and make arrangements to have this done.

2. CHARMS-Upgrade Process: Patience is a Virtue.

Once you have initiated the process, the upgrade should proceed without any problems. You must be
connected to the internet in order to activate the upgrade process. CHARMS upgrade will be processing
many functions and we hope that you will be patient during this process. You may see some system
messages in the bottom left hand corner during the upgrade that will indicate the progress. At the
completion of the upgrade you will be displayed a message indicating whether the Upgrade was
successfully completed or otherwise. Should you get the “otherwise” message, please contact CHARMS
Support to trouble shoot.the process for you.

3. Security Access Screen : Initial default password is “password” .

You will have to change this password as the security of your patient data depends on it. Once you change
the password, IMPORTANT....write it down and store it in a safe place. It is this password that will give
you access to the patient’s demographic information. If you forget it, call your CHARMS Support but
please be aware it will take more time to return the password to you then in the past. This password is
encrypted and will not be easily retrieved.

4. Ul# assignments: New unique identifiers (UI#) will be automatically assigned.

The automatic assignment of the new UI’s will be initiated with each access to CHARMS if the user is
connected to the internet. CHARMS will attempt to assign the Ul# for all registered patients that have
pre-qualifying information in the database as not missing.

The pre qualifiers are: Date of Birth (DOB), Extra Identifier (EXID), Gender, CHR#.

The information screen, which will be displayed to you, will provide more detail of this process. Any
patients that CHARMS is unable to assign a Ul#, will be listed and available to print. You may then edit
these records to fill in the missing information and manually individually assign a Ul# .

5. CHARMS Main Menu — when all upgrade processes have completed, the CHARMS Main Menu
will be displayed. At this point you are ready to access your patient data and proceed with your normal
work activities.

It is suggested that you take a few minutes to view the different menu options and screen changes that
we show in this upgrade manual.

Additional remarks for What to Expect: We have tried to ensure that most of your requested changes were
included in this release and that all previous problems have been fixed. If you have any problems or get any
unusual error messages, please record them and forward to the CHARMS Support Team.



CHARMS UPGRADE MANUAL

CHARMS Upgrade V3.1.0 — How to get it.

Use your desktop Icon as above to get the latest version of CHARMS V3.1.0.
You will be prompted to enter in the username and password for this utility application.

Username : DBA Password : (as you know it)
This password will be the same one that you use to access your CHARMS application.

CHARMS Update

CHARMS Update

Coopyrig HICH

Cloze

Using the CHARMS Utility program to download CHARMS V3.1.0.

The above Server and Username will be pre filled for you. Just click your mouse pointer on the Update
button and the download process should start.

A series of system information messages will be displayed. If you encounter any error messages during
this process, please contact your CHARMS Support Team.



CHARMS UPGRADE MANUAL -V3.1.0

LOCATING THE CHARMS DATA TABLES

Once you have initiated the upgrade process, CHARMS will check your local computer for the
CHARMS data tables. If your data tables are on the hospital server, you will be prompted for the

location on the server where the data tables reside.

Use the dropdown arrow to find the drive letter that has been mapped CHARMS on your hospital
Server.

|Lacating the CHARMS Data Tables |

Look jm: |@ My Docurnents f El

Y yw eBooks
LY y buzic
1k y Pictures
1 WwiebPage

firef HIMESA 7ol ot

apce found and selected, click an the
Open button to altach it to CHARMS

File name: |HMISE!?D.MDB Open |

Files of type: | Listing Files of type MDB -] Cancel |
=

If your HMISSY d.mdhb is on your hospital server, you must locate and
select the location by using the dropdown arrow above in the item
labelled "Loaok in:" Once you have found HMISSY d.mdb, click on the
name to select and then click on the "Open” button to attach it to
CHARMS.

If you have problems locating your data tables, please call your CHARMS Support Team or
contact your local IT department for help. In most cases, you will find the location mapped near
the bottom of the list of directories in your dropdown list. Once you locate the location of the
HMIS97d.mdb tables, click on it to select and then click on OPEN as above.



CHARMS UPGRADE MANUAL-V3.1.0

CHARMS UPGRADE PROCESS

You will see a series of system messages; just allow the process to continue. If you do not get the
message indicating a successful upgrade as below, please contact your CHARMS Support Team.

CHARMS Upgrade Process |

CHARMS will upgrade your existing application %3.0.4 to
the new version %3.1.0.

Dwuring this process, please be patient and to verify that
your upgrade is in progress, youd may see the process on
vour TaskBar locating on the bottom left of yvour display.

Ungrade In progress.

LUPGRADING essssssssssssssssmsss

#stat| | > W LFEBK S Ae |

CHARMS Upgrade Sucessful Message

You will be displayed the Upgrade status message,
indicating whether your CHARMS has been sucessfully

upgraded. If the Upgrade failed, please contact your
CHARMS support.

Upgrade Completed

@ Upagrade ta +3.7.0 Completed Succezzfullyl
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You will be prompted to enter the new security access password, which will grant you the ability to
see the patient demographic information. You will still be able to access CHARMS without this

password but you will not be able to see any patient names, address and any other demographic
information.

|CHARMS Data Access Security Login Screen |

CHARMS Demographic
Data Access Security

g e —

Ciuring this initial upgrade, your login password 1s :
"password” | donot include the quotes and type in as
loweercase.  Mow you can click on the Login button.

Wou may change your password BUT. . .remember to WWRITE IT
DOWYR and store it in a safe place.

Fassword replacement if you forget will cause you delays as
you will need to contact CHARMS support. When you record

your password on paper, also remember if its Lower or Upper
case characters that you used

Acceszs Granted

@ Demographic data access has been aranted




CHARMS UPGRADE MANUAL-V3.1.0

CHANGING YOUR DATA ACCESS SECURITY PASSWORD

Data Access Security - CHANGE PASSWORD

Data Accesz Secunty

CHARMS Demographic
Data Access Security

Confirm Paszword: m

Initial default password = password

Change the default password to something that you wrill
easily remember but consists of upper and lower case
characters and/or numbers. Ensure that you WRITE this
password down and store in a secure location.

Without this additional security password, you will not

be granted permission to see any demographic
information in CHARMS.

Pazsword Changed B2

@ Mew Fasswaord Change has been accepted
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After you have successfully logged in, CHARMS will start the automatic assignment of Ul#’s for all patients
that are registered in CHARMS. Qualifiers for a Ul# assignment is as follows;

Must have : Date of Birth(DOB), Gender, Extra Identifier(EXID) and a CHR#.

The assignment process will be initiated with each login till all qualified people have been assigned a Ul#.
The following screen dialogue will be displayed, you have the option to stop it if need be. For those records
that did not get an assignment, a report will be available at the end of the process to be printed.

E Patient Ll Generator E

Patient Unique Identifier Assignment Progress

|
Stop |

Thiz new software verzion iz designed to create an anonymous but unique identifier for each
CHARMS Patient across Canada. This will aszist with tracking product uzage and providing
appropriate product notifications to Patients ag thep move from one home baze Clinic to another.

The Ul azsignment process uses Web zerver technology to azsign patient identifiers and is hence
governed by your Internet connection speed. This process may take zome time to complete and
can be interrupted by clicking the Stop button at any time. The Assignment process will
automatically restart the nest time pou enter CHARMS until all patient records have been azzigned
a unique identifier.

B3 Patient Ul Generator

Dotinnt |l Iniaun ldantifinre Accinnmant Droaraon

CHARMS

|nfortunately there are 57 Patients with incomplete data
preventing their assignment of a Unique |dentifier.
whould you like to view/print the patient listy

Thisz riews sof 1 each
CHARMS Pe viding

Ha o another.,

appropriate £

The Ul azzignment process uzes Web server technology to azzign patient identifiers and iz hence
governed by your Intemet connection speed. Thiz process may take some time o complete and
zan be interrupted by clicking the Stop buttan at any time, The Assignment process will
automatically restart the nest bme you enter CHARMS until all patient records hawve been assigned
a unique identifier.




CHARMS UPGRADE MANUAL-V3.1.0

Ul #°s may be individually assigned from the Patient Demographic Screen. The same qualifiers

apply. The following is the Ul# assignment sample.

Note: the Ul field is empty on the 1* form. The Globe button when clicked will initiate the request

process for the Ul# assignment. Once a Ul# has been assigned to a patient, it may not be changed

or deleted.

Patient Detail

#3140 Copyright @ 1993-2003 AHCDC

} Last Name First Hame Hospl & [981 l:mmld R liae
oy Erowams |
ane: [A2TestPerson [A2Test Ciric |- [$985580588 217

Sa\utatlnn‘IMr, 'I Extrald: |STON e T T p— BRelativesiContacts I

Patient Slatus: [Active =] Lt Medme,t;lsgssgssgas Clinic Summary I
Language:IEnglish - e HHEEIHE|1—

Gender: IM ;I Date of EirlhIZE-Sep-'I 946
Aliaz Mame: IFlankie @ New Ul was Generated! e Exvcluded [~ ¥isit Assessment I
Home Add, jer Excluded: [~

Strest: 496 Somewhere Ave e/ Contack [~ Laboratory I
Ciy/Fiov: [SOMEOTHERCITY [ON =] Posial T - —
~ Sl =T ~

il i

Treatment Protocol I

Mailing

Patient Detail

St
cwr | Patient Detail

[Blesdingl *>'0 Copyright © 1999-2003 AHCOG

Clinic: |d:| 8388888888 2 WP

[Please Hote

Entered:E Language: |English -I Aga Health

Modified: {11

Diagnosi Last Hame First Name Hosp ld:[381 alid e
Factor I3 Name: [A2 TestPerson [A2Test Hospid

Salutation: |Mr. - Extrald: [STON CHR&[BEEE BelativesiContacts
Palient Status: [Active =] ui: (101467 8 |\ [eacossases TR

. [ON =] [eecaB00008E 1
Gender M ]| Date of Bith]26-5ep-1946 || 57 Lol [ vestmen Protocol |

Category

Record: 14 Bliaz M ame: |F|ankie Bleeder: v Bleeder Excluded: [~ Wisit Assessment

Home Address Carier: [~ Cartier Excluded: [~

Street: [456 Somewhere Ave Fielative / Contact: [~ Laboratory |

Haospital Admission |

City/Frov: [SOMEOTHERLIT [ON =] posah [H2K 395 || (ot e
i
1

Mailing — Same o Al ‘Wworkit|(868) 869-8888 xIBBBB

Bleeding Disorder

[Facto iz =] [ 2[Mod =]

Stiect [456 Somewhere Ave F&x #:(888) 883-8838 Bleed Diary
City/Prov: [SOMEOTHERCITY[ON =] Pastai[H2K 2J5 EMal[aZtestperson@neton |

Patient [nventory

- 5 ) First Encounter: [ 10-Apr-2004
Diagnosis % Severily Consent
Frint P atient

Flease Hote: 4l dates must be entered with separators # ar - Date displaved depends on your Windows Begional Date Settings.

Entered, Mote  Edit Add  Delete

Exit

S B ) o

10
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CHARMS MAIN MENU - STUDY AND PATIENT CONSENT SCREENS

1.

Select Study Details — records any internal or external Studies. For local studies, you may enter the
Study details as provided by your Clinic Director.

For External studies that your clinic may participate in, you will be provided with the Study Details,

which you may then enter.

Select Consent Agreement - records patients that are participating in a Study previously recorded in the

Study Details.

|Stud3,r and Consent Forms ‘

Clinic Information Menu

Canadian Hemophilia
Assessment and Resource Management System

Clinic Information Menu

_I Reporting Menu

_I Administration Menu Se all Lott's:

_| Maintenance Menu

_I Password Change

_| Exit

11



CHARMS UPGRADE MANUAL-V3.1.0

STUDY DETAILS

B3 Study Agreement

=
Study Details
v3.1.0 Copyright @ 1999-2003 AHCDC
I Click on a Study line item to see/edit details below.
Select Study: | Ng I Start Date
1 Blood Borne Pathogens Study | External | Commercial-Regulatory 01-Jan-2001 | 01-Jan-2005

Study No: Study Name:|BI00d Borne Pathogens Study |
Full Mame{Bload Borne Pathagens Study |
Duration l Consent | Ir ig | sponser |
Status: Eategor}l:|Eommercial-H equlatory ;I Skart Date;l_—l_l E!ﬂl
Description] End Date:l:l _Fgﬁ
Duration: [Months]
T Refresh Mote  Edit Add  Delete  Exit

a2 | B o] x| B

Record: |<| i || 1(EE |>||>*| of 1

To enter a new study record, you must enter a unique Study number to identify the Study.
Selecting the tabbed headers may enter the details for; (Duration, Consent Agreements,

Investigators and Sponsor) some of this detail is optional.

PATIENT CONSENT SCREEN

From the dropdown selection, you may select any registered patient that is to participate in an existing Study.

A patient may be registered as participating in more than 1 study.

Study details are pre filled from the master Study Details that you select by using the dropdown arrow in the

Study No item field.

Calendar buttons have been provided and may be used to select the date(s) for the date fields.

|F'atient's Cansent Form to Participate in Clinic Studies |

E] Conzent Agreement

Consent Agreement

Select Patient: [A1Testperson Andiew =]

All Consent Agreements for above patient Click on a ling itern to Select Consent &greement

[ [O] x]

| ConsentD ate] Sample Date| Study Hame [Conzent Tol
4 External Study
004 | Blood Borne Pathogen: Pathogen

[*N1 [Sample s [Entered [ Modified
Mo | Retained
‘es | Aetained

| Consent Agreement Record |

Studp Moz |1 = I Drate of Conzent: |18-Apr-2004 ilﬁﬁ

Blood Borne Pathogens Study |

Conzent to 1: |Palhogen surveillance |

*F Yes © Mo © Urnk

Consent to 2: |Eenelics analysis |

Date Sample Taken: |01-Jan-2004 @l

In event of death, wish my samples:

' Destoyed % Retained ‘

Refresh Mote  Edit &dd  Delete  Ewxit

B e | N

e —

Record: Idl i II 1[IEE IHIHE] of 3

12



CHARMS UPGRADE MANUAL-V3.1.0

Patient Detail — What’s New

Patient Status: If the patient status is changed to Deceased, you will be prompted to enter in the

Date of Death and any other related information.

o |

Patient Detail

w310 Copyright @ 1999-2003 AHCDC
Last Hame First Hame
Harne: |A1 Testperson |Andrew

Salutation: m ZeAl] Are You Sure?
Patient 5tatus: fm
Language: lm

Gender: m Date of Birthl—

Aliaz Mame: W

Q Are pou zure the Patient has died?

HUSD Id: |9999999999 Walid Providers |
Hospld
e HO%P
r_ BelativesiContacts I
Clinic Summary |

|1 Treatment Protocol |

Mo I Her Excluded: I_ Yisit Assessment |

Home Add

=] Taflier EHcluded I-

Sheet |123 Somewhere Ave

City/Frov: [HAMILTON JoN =] Posta|;|L1K 11

;; Patient Dealh Detalls ﬂ
I.
i

Mailing — Same IDI Alternate I

Street:[123 Somewhere Ave

City/Proee: [HAMILTOM |l]Nd Postal{LTK 1J1

oo
Date OF Dieath: EI Autopsy: [

Cauze(1]: -
Cauge[2]: hd
[Double Click in Details to Zoom in

Bleeding Disorder
Diagnosis %  Severily

IFactor il ;l I 1 |Mod ;l

Details:

Entered: | 18-Apr-Z004

Entered. [FT-Mar-2001 |
Modified: | 18-Apr-2004

Fleaze Mote: All dates must be entered with separators / or - Date displayed

Modified: | 18-Apr-2004

E it

El

Patient Detail — What’s New. — Assigning a Ul# to a new patient.

As described previously, to assign a new Ul#, simply click on the Globe button. You must have

access to the Internet in order for the assignment to process.

|Assigning a Mew Ll #1o0 3 Patient |

Patient Detail

w340 Copyright & 199492005 AHCOC

Hew

Last Name First Name
Name: |A2TestPerson IBnb
Salutation: {Mr. - Extra Id.:

Patient Status: IActive =]

Language: IEninsh - i

Gender: |M ~| Date of Bith{01-Jan-194

-
Aliag Name: |a|ias name L1
Home Address

Street: [123 Somewhere Ave
City/Frov: [HAMILTOM iuN;I Postal

ty Patient Detail

Bleedn v510  Coppright @ 1999-2005 AHCOC

Lit: @—

Hosp.ld: IBBBBBBBBBB whdld Providers |
Clitnic 1d: IBBBBBBBBBB 2 Ffp
Belatives!Contacts |

CH.F.#: IBBBB
Medalert: IBBBBBBBBBB Clinic Summary |

EBBBBBBE I_ Treatment Protocol |

New Ul was Generated! der Excluded: [ ¥isit Assessment
rrier Ercluded: [
ive f Contact: [~ Laboratory I
pog Hospital Admission I

Mailinge—emedoe an o L~ Tliisfeoseonoooe . looooel ———————————— |
Patient Detail

Language: iE nglish - I

Diagn Last Name First Hame
IFaC‘U Hame: |A2TestPersnn |B|:|h

Clinic |d: | 8888883888 ? F’y

Age hea.ltb [nu = 1raaannnnenr 1 T= =

Hozp ld: IBBBBBBBBBB Walid Providers
Hospd ——u-uu——

RelativesiCont

| Salutation: IMI. -1 Esrald: [DNON | CHR#Igsas
Flease b | Patient Status: ictive <] ui: [AM101470 (18] |, feoooaa00s —

13
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PATIENT CLINIC SUMMARY - WHAT’S NEW.

|Patient Clinic Summary - Whats New |

Patient Clinic Summary

¥E10 Copyright @ 19992003 AHCOC

Select: lAlTeslpersun Andrew |
I ‘ Fgl Fo2

Patient: | gyik Find CHR #]
7T

Check P
Additional
Infarmation

Blood Group: IA Pos

=

Bleeding Disorder Diagnosis: IFVIII - I

Hew

LastReview Date: | 01-Jan-2000

Fieview Freq.[mnths]. |6

Level % | 1] forctienterd)  Seveiity [Mod =] Followup Freg.(mnths]. |6

Prophyl. Prog.: 1 |

Last Encounter Date: |01 -Jan-2000
Last Visit Type: |Review -
Home C IY - i - - -
ome Care: [Yes Home Care Stait Date:| 011-Jan-2000 LLast¥isit Pumose [Review =

‘wiallet Card l+sued D ate: |01 -J an-2000

INHIEITOR Units Date VWFAg: l_1~
Human Level [Maxz]: 1000.0 IT?U ﬂ | 01-Jan-2000 VWF-Rook: !—1~
Human Level (latest) 1000.0/ [BU =] | 01-Jan-2000
Porcine (latest): 1000.0 Eu =1 [ 01-Jan-2000 BleedTime: [ 1 mins
DESMOPRESSIN g4 YINE Wadhg YWRCOF Date Update
Time PRE:[ 10 10 10 [ 01-Jan-2000 R';:"s 1
Post[1]) 1 mins. 1 1 1
New—[ Post(2): 2] mins ': 2 2 Envered: [ETMar2007 |
Post[3): 3| mins. 3 3 3 Madified:
[T i Pyt o P2, Click on Page: buttors, st the top righthand sice of this form Mote  Edt  Delste  Esit

B N =]

Chwik Find CHR @ ¥ou will see this Qwik find on some of the selected screens in CHARMS. This allows you to search
for your patient by CHR# and will also work with your HandHeld Scanner if a CHR Barcoded #is scanned. Mote, your
cursor has to be in the Gwik Find CHR field first if you are using the scanner.

Desmopressin Post Bleed Times and Results: 2 additional sets of Post values has been added, as well as in the
Lab Coagulation screen.

PATIENT CLINIC SUMMARY - WHAT’S NEW.

|F‘atient Clinic Sumrmary - Whats New - page 2 |

Patient Clinic Summary

. ey . - Check Pg2
Patient Clinic Summary SelectAlTesterson Andrew 3 [[pe e
¥3.10 Copyright @ 1999-2003 AHCDC au G | Qwik Find CHR #] ] | Infarmation

llergies i Height/ Weight i_Mgdicale l AIDS Iliness i Reactio l Mortality |

Igurized [Immurization Date [Vaccine Code  [Entered | Madified
Hew
Hew
TR
Hew New
(23

VIRDLOGY Latest Result and Date
HepA:iNeg ;”[H-Jan-Zl]l]l]

Latest Resuk and Date
HepC:INeg ;l il]l-Jan-Zl]l]l]

Latest Result and Date
HIV:lNeg =1 Il]1-Jan-2l]l]l]

HWDCEINeg =1 i[l1-Jan-2l]l]l] HBSAgiINeg =1 |l]1 ~lan-2000 HESAbilNeg =1 !l]l ~lan-2000

ITD iy Pyl or Pa2, Click on Page buttons, st the top righthand side of this form Nate Edit Delete Exxit

M ]

Each one of the tabs noted above can now be accessed by using your ALT key and pressing the Letter of the word that
is underlined instead of using your mouse pointer to access each of these sections.

To add a New record, Press the ALT and N keys, to access Allergies, Press the ALT and A keys on your keyboard.
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INFUSION DIARY - WHAT’S NEW

The Infusion Diary has been enhanced with the following features;

1. Epi-#; you will be able to indicate by using the Epi# the number sequence of infusions that a patient
may have had in the same day. If the patient has 2 separate bleed episodes on the same day as the
example shows, the first one occurred at 10:00 am and is assigned Epi#1 and the second at 1:00 pm

and is assigned Epi#2.

Facility dropdown selector is now prompted before the entry of the Lot#. This will allow you to indicate

whether the infused product came from the Regional Inventory for this infusion or whether the patient
used their home inventory for the infusion. When you enter the lot#, the selection process is now quicker
as we do not have to check both the inventories to be displayed. You can still however use the binoculars

to select the product infused.

Bleed Diary

I All Bleed Epizodes for this patient. Click to select

Infusion Diary

310 Copyright @ 1999-2003 AHCDC

Infusion Date | Time Infused] Epi-# [Reason

0-Mar-2004

Select Patient:|A1 Testperson Andrew

01-Jan-200

Warious
BleedS pontaneous

) - BleedS pontar
Episode Type:|Single vl
New
Infugion Occurred — _ Hew HowrsTill Eoused — Days Lost from — |
Irfusion Date Tirrie: Epit | Infusion Reason Treated b [ njury School  ‘Work  Other
Il]1 -Jan-2004 [24:00): |1 0:00 I 1 lBIeedS pontaneous ;‘ I _v_! I ;i i l l
Infused Lots I_ﬁleed Sites I
Hew Facility Lot Mumnber Brand Mame LA # of vials Total Unitz Treatment Site # Reactions
: =|A1LOT1 |MA‘I BrandT est = 100 [ 1 [ 100 [Clinic/Hosp =] 1 Beaction

Infugzed from Patient [nventory
A Clinic/Hozp nat in wour Region
A1 t Hosoital

Infusion Diary

v31.0

Copyright @ 1993-2005 AHCDC

Select Patient:I.M Testperson Andrew

Bleed Diary

I All Bleed Epizodes for thiz patient. Click to zelect

Infusion Date | Time Infused[ Epi-# [FReason
0

01k ar-2004
01-Jan-2004

01:00 P 2

W arnious

BleedS pontaneous

01-Jan-2004 | 10:00 Ak 1 BleedS pontaneous
Entered: [21-Mar= Episode Type:!Single 'I
Modified: | 19-Apr-2
- New
. Infugion O : d — : MHew HoursTil Eeneee i Days Lost from — |
Irfusion D ate Time Epi-#t | Infusion Feason Treated by |njury School  Work  Other
New Il]1-Jan—2l]l]4| [24:00]): I1 3:-00 l 2 |Bleed5ponlaneous _v_’ I ;I I _v_! i I l
Infused Lots I__ﬁleed Sites !
Facility Lot Mumber Erand Mame LAy # of vialz Total Uitz Treatment Site # Reactions
B[ =A1LOT1 |@JA‘IBrandTest =] 100 [ 1 [ 100 [Clinic/Hosp =] 1 Beaction

15
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INFUSION DIARY - WHAT’S NEW

Bleed Diary

Infusion Diary |

v3.1.0

All Bleed Episodes for this patient. Click to select

Copyright @ 1999-2005 AHCOC

Time Infuzed| Epi-# [FReason
01-+ 04
01-Jan-2004 |OT:00PM 2
01-Jan-2004 | 10:004M 1

Select Patient:|A1Testpersun Andrew
Episode Type:]MuItipIe 'I

Infugions Occurred

BleedS pontaneous

= BleedS pontaneous
nfusion Count:(5

HoursTill Caused Days Lost from
ate End D3 Fi0n Reazon Treated b Injury School  Work  Other
41]1 -Mar-2004 131 -Mar-2004 I\I"alious 9 l =1 I =1 I I I
Infused Lots Lﬁbed Sites |
Facility Lat Mumber Brand Mame LAy el Total Unitz Treatment Site # Feactions -
» - |A1LOT1 @JA‘I BrandTest ~-| 100 10 1000 (|Home {1 Reaction
* = @J = S 1] -1 - Beaction

-

l Usze the keyboard ALT-L £ ALT-B to select the Infused Lotz £ Bleed Sites T abs, respectively

1.4dd a MEW bleed epizode, click on the Add button. Mate  Edit  Add Delete  Euit
et 2.5dd ADDITIOMNAL Loth to existing epizode, click on Edit button.

s 3.Delete Lot from epizode, click on Edit, click on record selector &i Lo | [ £3 | ¥R | "l
o et [left of Lottt press Del key on kepboard, EL

For Multiple infusion episodes, you can now enter the approximate number of infusions that this bulk entry
Is covering for the date range that you have specified.

Bleed Diary

Infusion Diary !

w3 1.0

All Bleed Episodes for this patient. Click to select

Copyright @ 1999-2003 AHCDC

Select Patient:lA] Testperson Andrew

Episode Type:iMuItiple 'I

Infusions Dcocurred Weeedil e Days Lost from
ate End D& | _mftigion Feason Treated by Injury School  ‘Waork  Other
HP1 -Mar-2004  [31-Mar-2004 [warious |

D= [ = [

pi-# | Reason
W arious
BleedS pontaneous
EleedS pontaneous

01-Jan-2004 | 01:00 PM
01Jan2004 | 10:004M 1

nfusion Count:|5

Infused Lots | Bleed Sites |

Facility Lot Mumber Brand Mame LIS iz Total Unitz  Treatment Site # Reactions -
~ |A1LOT1 QQJA‘I BrandT ezt - 100 10 1000 (Horme -1 1 Reaction
#* - m - e 1] - z Reaction
hd
l Use the keyboard ALT-L £ ALT-B to select the Infused Lotz / Bleed Sites T abs, respectively
1.4dd a MEW bleed epizode, click on the Add button. Mate Edit Add  Delete  Ewxit
22dd ADDITIONAL Lot to ewsisting epizode. click on Edit button.
Em_er_ed m 3.Delete Lotd from epizode. click on Edit, click on record selector % K [ £ 728 Il!
R [left of Lot#] press Del key on keyboard.

In the above example, the patient had approximately 5 infusion episodes for the period covering March 1 to

March 31. Infusion reason indicates for Various reasons (previously Bulk Entry) and that there was 10 vials
over this period that were infused.
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CHARMS UPGRADE MANUAL-V3.1.0

INFUSION DIARY - WHAT’S NEW

Bleed Diary |
* * All Bleed E pisodes for this patient. Click to select
Infusion Diary | AR Bleed ,
: Infusion Date | Time Infuzed| Epidt | Reason
e R L 01Jan2004 OT00PM 2 BleedSpontaneous
Select PﬂtientlA] Teslpersun Andrew :_l O1-Jan-2004  [10:00 464 1 BleedSpontaneous
Episode Type:|5ing|e L!

. Infusion I]cgurred = . HaursTil Ehied — Dayz Lost from —
Infusion Drate Timne Eprd | |nfusion Beazon Treated b [jury School  Work  Other
01-Jan-2004 | [24:00): |1I]:I]I] i 1 ||E|eed5punlaneuus _v_” ;I i _-_| | I |

Infused Lots _Bleed Sites |

Bleed Site[s] During above Episode tehiie Pty

Bleed Site Grp Bleed Site Side Anatamical Symptoms | Rowl=1.23; Row=455; Row3=7 8.9 Meds
(PN  cfFoeam  JRiot JHandRign = J[Bnising « [Fain « [5tifness -

R f 4l5weling oy 2 T
Hew 7 i y I 7
I Hew l
] [z the keyboard ALT-L / ALT-B to select the Infused Lats / Bleed Sites Tabs, respectively
[T 2dd & NEW Hleed epizade, click on the Add buttan, Mote  Edt Add Delete Eut
: Zodd ADDITIONAL Lot to ewisting epizode, click on Edit button,
Em?r.e'j' $EApn 3Delete Lot from episode, click on Edit, click on record zelector & | J(%| b | KK | E'f |
Madiied: | 18-Apr-2004 | | 16 of | otit) press Del kep on keybaard,

Bleed Site Details have now include the Bleed Site Group. You may now specify the group that the bleed
site belongs to as indicated above under “Bleed Site Grp”.

Infused Anatomical; you may indicate where the patient infused the product.
Symptoms now allow up to 9 possible different entries for each infusion episode to be recorded.
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CHARMS UPGRADE MANUAL-V3.1.0

ADVERSE REACTION REPORTING — WHAT’S NEW

When a patient reports to the HTC that he/she has had a reaction, such as fever or palpitations, etc. The HTC
administrator will record this reaction in CHARMS. In addition, the HTC administrator can now submit this
report electronically on Health Canada’s Adverse Event report form.

The pre-defined recipients for notification of an Adverse Event will be notified by email that an Adverse Event
report has been submitted and that they may view this report on the CHARMS web server.

Only the intended recipients will be allowed to view the specific reports that were intended for them.

The recipients are: Health Canada, Canadian Blood Services, Quebec Blood Secretariat and the Manufacturer
of the specific product that was linked to the reaction reported by the patient.

Access to these reports is by specific usernames and passwords, which are assigned to all recipients and are
authenticated at time of request to view the report. Each request is logged and the requestors IP address is
recorded.

The Adverse Reaction form in CHARMS has a lot of detail that must be filled out. Some of the information is
pre-filled from information already captured, such as latest weight, age and infusion details. Some of the
information required to be reported may be selected from dropdown options such as Lab results. The user may
may select any available lab results which will populate the form and can be edited to only include the

the applicable test results.

There are additional options on the CHARMS Reaction form, such as ; Links to the web site with reference to
reporting of Adverse Events and other useful information. Preview of what the Adverse Event form will look
like before submission and finally the capability to submit the Adverse Event Report for distribution to the
designated recipients.

Who Should Submit the Adverse Event Report ?

Each HTC administrator will be provided with their clinic’s username and password. 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. The HTC administrator will be notified and assigned a username and

password, which will be required to submit the report via CHARMS.

Once a report has been submitted, it may not be submitted a second time. It is important that the designated

person who will be authorized to submit, reviews the report and preferably prints it to get final authorization
from the Clinic Director or the reporting Health Professional before submitting.
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CHARMS UPGRADE MANUAL-V3.1.0
ADVERSE REACTION REPORTING — WHAT’S NEW

To record an Adverse Event, use the Infusion Diary and locate the infusion episode, then select the
line item of product infused prior to the reaction reported by the patient. Click on the Reaction button and
proceed to fill in the Adverse Event report.

E3 Product Reaction
3.1 Ciopyright @ 1999-2003 AHCDC

Adverse Dr“g ReaCtion Select Patient Name: |A1Testpersun Andrew _."_I

A. Patient Informatiol
1.Patient [D: [HM100995] |ChatMumber [ | 2 Age:[44 | DOB:[01an-1950 | 3. Sew[M | 4 Height[157 | 5 ‘Weight[73 |
M gs

B. Adverse Reachlion

Outzome attributed bo adwerse reaction [check all that apply)

Death [Vate ok eath LifeThreat Hospitlized Prolonged Stay  Dizability  Congenital  Intervention  Other IF Other Please Specify
o ] O O 0 O 0 O O |
[rate of Reaction:(18-Apr-2004 | Date of Report: [18-Apr-2004 | Beaction T_I.Jpe:| :J Reaction Length: Ij hrs
C. Suspected Drug Product(s]
Primary i Secondary i
Lot #: |A1 LOT1 __:j DDSEZ|1DD | Expiry;|07-)an-2005 Product:lFactDr YII-41BrandT est41 Testmarnufacturer |
Frequency: | | Indication of use of Suspected Drug Product{BleedTrauma -]
il | | Feaction abated after uze Feaction reappeared
Therapy Fron: |07-4pr-2004 Toa:|01-Apr-2004 stopped or doze reduced: after reintroduction;

B.4Reaction | BS5Tests | B.GHistoy | C9Dwgs |C.10 Treatment]

Enter your descriptive information in the box below

- | | | | Addrez=1:
X Ho=pital: Addrezs2:
.
Health Professional 7 [ Lt 5] | City: I I
Reported ta Manub. 7 [ Entered By: | Date Sent: Add Exit
Entered: | 18-Apr-2004 Elr
M *

Padified: ? [2 B | : |

Note: In the above example, some of the items have been pre-filled where data in CHARMS was available.
Such as the Ul#, last recorded weight, age , date of birth. The Infusion date and the product infused prior
to the reaction.

The Primary product tab records the product infused as selected from the Infusion Diary to initiate this report.
If there is a need to report a secondary product infused, then you may enter this information by selecting the
Tab Secondary.
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CHARMS UPGRADE MANUAL-V3.1.0
ADVERSE REACTION REPORTING - WHAT’S NEW

B3 Product Reaction
Wi 10 Copyright © 1999-2005 AHCDE

Adverse Drug ReaCtlon Select Patient Name: |A1 Testperzon Andrew __v_l

1.Patient D: [HM100995 | Chart Humber [C1234 | 2 &ge:[44 | DOB:[01-Jan1960 | 3. Sew[M | 4 Height[157 | & W’eight:
S =

B. Adverse Reactlion
Dutcome attributed to aduerse reaction [check all that apply)

Death [ Sl et LifeThreat Hospitiized Prolonged Stay  Disability Congenital Intervention  Other IF Other Please Specify
o ] 0O m| O m| O | |
Date of Heaction: Date of Report: Fieaction T_l,lpe: Reaction Length: hrs

Primary i Secondary ]
Lot #: (ATLOT1 - Dose:|1 oo | Ewpiny: |EI1 ~J an-2005 | F'loduc:t:| Factor YIll-41BrandT est-41 T estmanufacturer |
Frequency: Indication of use of Suzpected Diug F'mduc:t:|BIeedTlauma __v_i
Foute: :
Reaction abated after uze Reaction reappeared
Therapy From: [01-4pr-2004 | Too[01-Apr-2004 | stopped or dose reduced: - after reintroduction;
B.4 Reaction B.5 Tests l B.6 History i C.9 Drugs C.10 Tlealmenli

Enter your descriptive information in the box below

Free Test notes may be entered here which will appear on the Health Canada "Adverse Reaction Form' -

| . 1l | Addressi:

. Hozpital: | Address2:
Health Professional 27 1 L0 = Citg: I I

Reported to Manuf.? [] Entered By: | Date Sent: Edit Add Exit

O J B e T A5

Note: Section C — Tabbed items, B.4 Reactions, B.5 Tests, B.6 History, C.9 Drugs and C.10 Treatment
These items of information may be accessed and entered by clicking on the appropriate TAB.

Most is entered in free text, with the exception of B.5 Tests; On this form, you will be allowed to select
the applicable lab tests as well as free text for submission.

ADVERSE REACTION REPORTING - Select and auto fill from CHARMS Laboratory Results

B Product Reaction

V310 Copyright © 1999-2005 AHCDC

Adverse Dr“g ReaCtlon Select Patient Name: |A1Teslperson Andrew __v__l

A. Patient Informatio
1.Patient |D: [HM100995 | Chart Number: [C1234 | 2 &ge: [344 | DOB:[01-Jan-1360 | 3 Sex[M | 4 Height[157_| 5. Weight:
ol gz

B. Adverse Reaction

Cuteome attributed ko adverse reaction [check all that apply)
LifeThreat Hospitlized Prolonged Stap  Digabilty Congenital [ntervention  Other IF Other Please Specify

] L] | | O | |
[rate of Reaction:|18-Apr-2004 | Date of Report: | 18-Apr-2004 | Reaction Type: Reaction Length: hrs
C. Suspected Drug Product(s]

Primary ] Secondary ]
Lot #: |ATLOT1 - Dose:|1 oo | E xpiry:|01-Jan-2005 Product|F actar YIll-41BrandT est-41 T estrmanufacturer
Frequency: Indication of use of Suspected Drug Product{Ble=dT raumna -

T — -
Reaction abated after use Reaction reappeared
Therapy From: [01-Apr-2004 Tox|01-Apr-2004 stopped or doze reduced: - after reintroduction:

dult:[Mormal]

Coagulation-D ate; [01-Jan-2000] LabMo:[1] IMR:[1] PT e I
W FRCOF1] R[] P 1] Bl P10 B[] Ink(HU: [‘I 0ao] Inh[P] [1000] DMA: [UnEertaln] PrateinC: [Normal] Pr

D. Reporte
T -
. Hospital: Address2:
Health Professional 201~ 0" == I City: T I
Reported ta Manuf.? [] Entered By: | Date Sent: | Edit £add Esit

ol ull e I 15

Modified:

Entered: ? BL
(—




CHARMS UPGRADE MANUAL-V3.1.0

ADVERSE REACTION REPORTING - Edit and submit only the lab results that are applicable.

_BAReaction  BS5Tests | BGHistoy | C9Drugs |C.10 Treatment|

Select Testz:  Bload vl Chem vl Coag [Coa = | Hemo vl Irrm vl iral -i

Coagulation-0 ate: [07-]an-2000] FH:[1] P[] BT PIC] WA 1] PrateinC: [Marnal] -
,
- | | | | Addrez=1:
) Hospital: Address2:
Health Prafessional 2 [] LA & I Gt T I
Reported ta tanuf. ? [ Entered By: | Diate Sent: | Edit  Add Evit

Enterad: | 1§-Apr-2004
5 ] *
T 2| & = ==

ADVERSE REACTION REPORTING - Enter in free text format any other applicable data.

_B.4 Reaction | B.5Tests C.9Drugs | C.10 Treatment|

Enter your descriptive information in the bog belomw

Free text description may be entered here that will appear on the Health Canada "Adverze Reaction Form®'

_B.AReaction | B5Tests | B.6Histoy (T9Drgs )|c10 Treatment]

Enter your descrnptive information in the boy below

Free test description may be entered here that will appear on the Health Canada "&dverse Reaction Form'{

< | |

B_4 Reaction B.5 Tests B.6 History C.9 Drugs @

Enter your descriptive information inthe bog below

Free text dezcription may be entered here that will appear on the Health Canada "Adwerse Reaction Form'

Skl T TFAATFA. | [Dr. |[PiFamibdoz |[MMFemidoc | Addresst:

: Hozpital: | A1 Test Hospital Address2:
Health Professional ? B

Phone: [[308) 111-1111 [ Eat: 1111 [ City: [T [
ek eade | Bate sen: [ Edn A

Exit

Entered: | 18-Apr-2004 t? @ | &) | KT | [ X3 | EL‘l

detail. This information will then be displayed on the Health Canada “Adverse Reaction™” Report Form.
D. Reporter: This information is partially filled in from the master Providers form. i.e. Address, City..etc.

Adverse Reaction form.

History, Drugs and Treatment Tabs, will allow the Clinic administrator to enter in free text to describe each section in

Entered By: This item would hold the name of the person filling out the form on hehalf of the Doctor submitting the
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CHARMS UPGRADE MANUAL-V3.1.0
ADVERSE REACTION REPORTING — Web site links to FAQ’s

Web links to Health Canada’s FAQ’s on Adverse Reaction. Link to these sites can be accessed
from within CHARMS by clicking on “Question” symbol button in the Adverse Reaction form.

B Product Reaction %]
¥3.1.0 Copyright @ 1999-2003 AHCDG

Adverse Drug ReaCtion Select Patient Name: [AlTestperson Andrew |

A. Patient Informati
1.Patient ID: ([HM100%

B. Adverse Reactid

- % CHARMS

Date of Reaction[18+ Adverse Reactions Help p1_ ms

C. Suspected Drug|

Primary

g &
Lat #: (A1LO° ﬁ' @ 1T estmanufacturer
Frequency: A R vI

Route: « Adverse Reaction FAQ Sheet T peared

Therapy From: {01-4pr- duction:
B.4 Reaction I_

Free text description r

HARMS Adverse Rea osoft Internet Explorer

+ Adverse Reaction Indust Guidelinesﬁ

i
1A

Health Prafessianal 7 [, LI |

T T (0] TT 1T 11T | EiCH AR = T T 1

Fieported ta Manuf.? [#] Entered By: [Sally Headhurse | Diate Sent: | ] Edit Add Ezit

o o o 8 e S

oft Internet Explorer

]
e . » @ [ W@ @B 3
Bach Fered Stop  Fefiesh Home | Search Favortes Media  Histoy | Mal  Print  Edi
Address [&] http: /2w he-se. ge calhpfb-dapsadtpd-dpt/tact_sdr_e pdf x| @60 |L|nks =
Bale - & 0BE| K 4 b« s|ens -a|0O@EE]DH
e | ez
! >
. =
]
&
z
&
| I*I Health Santé FeladiE T[]
- Canad;
¢ Canada anada File  Edit ¥ew Favoites Took Help ‘
5 = =
E A U R | Qa4 m @ B a9 =
£ : < Eoh Fowmd  Stop  Refresh  Home | Search Favoies Media  Histoy | Mal  Pint  Edi
i How Adverse Reaction Information
7 3 e Adhess [&] bt fvowan. he-sc.ge ca/hpib dgpsartpd dptindustny_guidelines_e.pt =] @6e ‘Lmks »
2 on Health Products is Used = —r—
H J@mERORE| N« » H[E # e - e |0O0E DA
s [gm | o 5
e What is an adverse Adverse reuctions are undesirable effects 1o health ) |B)-0 @
renction (AR) * products. Health products include drugs, medical devices | A L
and natural health products. Drugs include both » =
prescription and nonprescription phanmaceuticals; g
biologically-derived products such as ums, §
and blood derived products; cells, tissues and organs; LA
disintectants; and radiophanmaceuticals. @ Health Sants Therapeutic Products Directorate
TE Canada Canada Direction des produits thérapsutiques.
Reactions may occur under normal use conditions of the 'g
product, Reactions may be evident within minutes or years H
affer exposure 1o the product and may range from minor 7
i
H
®
E
5|
&

GUIDELINES FOR REPORTING ADVERSE
REACTIONS TO MARKETED DRUGS

Guidelines for the Canadian Pharmaceutical Industry

on Reporting Adverse Reactions
to Marketed Drugs (Vaceines Excluded)
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CHARMS UPGRADE MANUAL-V3.1.0

ADVERSE REACTION REPORTING - PRE VIEW OF THE REPORT.

You may preview the report as it will look to the recipients after submission. It is recommended that this
Report be reviewed by the Clinic Director or the reporting Health Professional before it is submitted.
To view this report, use the button on the form that looks like this:

Santé
Canada

Health
Canada

ivl

Report of suspecled adverse reaclion
due to drug products marketed in Canada
(Vaccines excluded)

# See raverse for return addrass.

# La version frangaiza de ce document
et disponible sur dernande. Woir su
warso pour connaltre le centre & contacter

A. Patient Information
1. Patient identifier |2, Age al time of

:
HMUWIS . ms
Charl Number Duate of birlh
ey

1234

B. Adverse Reaction
1. Outcome aftributed fo adverse reaction (check all that apply}
[ oeatn idd i mm ¢ s [ Disability

I:I Lifa-threatening I:I'Cf:rgl:ni‘lal malarmation
Hespitalization I:I

]

Reguired inervenlion o pravesnt
damage | permanent imparmenl

Heapitalization - profonged EICIIh:r.
2 Date and time of reaction 3 Date of this report
iH] (] Y oD MR Y'Y
18 + 204 18 4 20H14

4. Dascribe reaction or problem

Heaction Ty pe: Palpitations Length of Reaction: Hrs
Free text may = cotered bere which will be emtered onto the Health
Canada " Aadverse Event” form.

5. Relevant testis ! laboratory data (including dates idd / mm /sy
Comgulation-Date: [F-Jan-Z04H) FI:J1) FY:[1] FVIL 1] FYII-C:1)
YWFAg|1)]

6. Other relevant history, including preexisting medical conditions
{eg. allergiee, pragnancy, smoking and aleohol use, hepatic  renal dysfuncion)

Free teal may be entered here which will be entered onte the Health
TAdlverse Evend™ form,

Canmla

Canadian Adverse Drug Reaction Monitoring Program

Health Praducts and Food Branch
Direction générale des produits de
santé et des alments

C. Suspected drug product(s)
(See "How to report” section on reversa)

1. Name {gee bbeled dnengh & manubscune, F o)

" Factor VIT-A1BrandToest-A1 Testmanufaciurer

3. Therapy dates (il unknown, give duration)
¥1 From idd ' mm ey - To (éd | mm 5y
A2-02-2H k] - 02-412-200k
iz

2. Dose, freguency & route used

M SiHL,,

L

E. Reaction abated after use
stopped or dose reduced

m DYEE- I:‘ Mo Daesnd apply

4. Indication for use of suspecied drug
product

¥ BlecdSpoentansous

L
az I:IY-.-:- I:l Ha Daesnd apply

B. Reaction reappeared after
reintroduction

. Lot W T kraonven) T.Exp. dabe iif krown)

L &1 idd/ mm { wyyyl
AILOTZ g R #1 [Jres [Jno [¢] Doesnt 2oply
L o2

az DY‘_-s- I:‘ Mo Daesnd apply

9. Concomitan! drugs (name, dose, frequency and roule wsed) and therapy dales
{dd ! mm /) {exchude trealment of reastion)

Free text may be entered here wihich will B entered omto the Health Canoda
Adverse Event” finm.

100 Treatment of adverse reaction (drugs and Jor theragy), incleding dates
e S mm /vyl

Free text may be entered here which will be entered ondo the Health Camada
PAahverse Event™ form,

D. Reporter
(See "Confidentiality™ section on reverse)

1. Name, addresz & phone number.
e Al Familydee Al Familydoc
Al Test Huspital

4. Also reported o
manufacturer?

Yes

2. Health professional?]| 3 0ccupation

fe: I:lND I:‘ Ko

Submission of a report does not constitute an admission that medical
personnel or the product caused or contributed to the adverse reaction.

HEC 4016 (109-02)

Canada
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CHARMS UPGRADE MANUAL-V3.1.0

ADVERSE REACTION REPORTING — SUBMITTING THE ADVERSE EVENT

B3 Product Reaction
%3.1.0 Copyright @ 1999-2003 AHCDGC

Adverse Drug

ReaCtlon Select Patient Name: |A1 Testperson Andrew ;l

1.Patient I0: |HM100995 | Charl

t Mumber: |1 234 | 2 #ge: [44 | DOB:[01-Jan-1960

B. Adverse Reaction

Beath [Date afDeath Lifer
)

Date of Reaction:(18-Apr-2004 | Dal -
C. Suspected Drug Product([zs] @

Primary

Outeome attributed to adverse reasction [check all that applyl

Threat Hosgpitilized Prolonged Stay  Dizability  Congenital  Intervention  Other |f Other Please Specify

IR S ubmit [t Mow? B
Bction Length: E hrs

Are you sure vou want bo subrit it now?
“ou can't change the information once it has been submitted!

BrandT est-41T estmanufacturer |

Lot #: |A1LOT2
Frequency: 3 I eous I |
Route: | FReactidn abated after uze Reaction reappeared
Therapy From: [02-Feb-2004 To:|02-Feb-2004 stopped, or dose reduced: after reintroduction:

B_4 Reaction I B.5 Tests

I B_6 History I C.9 Drugs C310 Treatment I

Enter your descriptive information in §he box below

Free text may be entered here which will be entered onta the Health Canada Adwver:

Ewent' Form.

Entered: | 18- Apr- 2004
Modified: | 18- Apr-Z004

LY
D. Reporter = .
|A‘I Fads1FA Dr. |A‘I Familydoc | |A‘I Familydoc | Addres:
. Hospital: |41 Test Hospital | Address
7 [ ;
hieal oSl Phane: [[305) 1111111 [CEma [T T City: T T
Feparted ta Manuf.? W] Entered Buy: [Susan Headhurse | Date Sert: Edit Add Exit
[ o+ ]

B Product Reaction
2 510 Copyriaht © 1999-2003 AHCDE
Adverse Drug Reaclion sciect Patient Name: [iTesipsrson Andiow =1
A_ Patient Information
1.Patient 1D Chart Mumber: 2 &ge: [4 DOE 3 Sew 4. Height: 5. WwWeight
5=

B_ Adverse Reaction
Bl D ata Access Security
f Other Please Specify

Death Diste of Desth

Date of Reaction:[18-Apr-2004 | Da
C. Suspected Diug Product(s]

Primary

Lot # [ATL
Frequency
Floute

Therapy From

SLE Clinic Usemame

Ce I

Y

Send Adverse Reaction Rpt wvia the Internet|

LifeThre
(|

Data Web LLogin hotion Length =] s

In order to complete your CHARMS Data 'w/eb transaction
pleass snter pour Clinic's Login Usemame and Passveard in
fields below then o K.

BrandT est-41T estmanufacture

eaction reappeared
after reintroduction

Password: |

B.4 Reaction |

B.5 Tests |

Enter your descriptive information in the bos below

Free text may be entered here which will be entered anta the Health Canada “Adverse Event” form.

D. Reporter
[ETFaaTFA =~ ][Dr|[A1Famiydoc | [&:1 Familydos | Addres=1: ]
Hospital [A7 Test Hospital | Address2: |
2
el e s Phane: [[508) 1111111 e City: TH | |
- T ] miste Sene eaw R B

Reported to kManuf.

Modified: | 18-Apr-2004

JEA NN

N

Cinly HTC authorized personnel may submi Adverse Reaction Reports. |
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CHARMS UPGRADE MANUAL-V3.1.0

ADVERSE REACTION REPORTING - CHARMS DATA WEB

‘25 Product Reaction
. w310 Copyright © 1993-2003 AHCOC
Adverse Dl'ug ReaCtlon Select Patient Name: [ATTestperson Andiew -1

4. Height: |1

1.Patient ID;: [HM100995 | Chart Number: [1234 2. Aige: DOB: [0T-Jan-1960 | 3. Sex:

5. wieight:
o=

Dutcome stributed 1o adverse reaction (check 3ll that apply]

Death Date of Deatiy LifeThreat Hospitiized Prolonaed Stay Disabilty Congerital Intervention  Other If Dther Please S pecity
Set wWeb Password
Date of Reaction:[18 Ap1-20 ot v
[12An 20 Soy, this initial password cannot be used t submit Adverse Reaction eports. | - LS

C. Suspected Drug Prod St your weh password first Lsing the web page that will be displayed nest
P

ary Once you've set you'te clinic's password you can re-submit this repart.

Lot #: [A1LOT2 Est-A1 Testmanufacturer
Fraquency: ! -1
I T Reachon abated aler Use Reachon feappeared
Therapy From: [02-Feb-2004 | To:[02Feb-2004 | stopped or dose reduced after reintroduction
B.4 Reaction | B.5Tests | B.GHistoy | C.9Dmugs  C.10 Trcatment |

Enter your descriptive information in the bos below

Free text may be entered here which will be entered onto the Health Canada "Adverse Event'' form.

a1FAATFA =] [Dr | [A1Famivdoc | [21F amilydac: | Address1: ]
Hazpital: [ 41 Test Hospital | Addressz: |
Health Professional 7 Phone: [(305) 111-1111 | = K City: Tl T |

Feported to Manuf.? ] Entered By: [Suzan HeadMurse | Diate Sent: Edit Add Eit

I
Entered: [T8-Apr-2004 | | | Rl
Modified ? & = @ ﬂ J

CHARMS DATA WEB - The first time you access, you will be required to change your password from

the default assignment.

rosoft Internet Explorer

CHARMS

: Data Web.
o ) 0 &
Harth Ha

Welcome to CHARMS Data Weh
All access to this website iz secured by user login and recorded for security,
including your IP address (206.172.164.4)

The information on this web site is intended only for the purposes of the

, the regul and the distri 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 Fargot My Password
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ADVERSE REACTION REPORTING — CHARMS DATA WEB - CHANGING YOUR PASSWORD
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CHARMS UPGRADE MANUAL-V3.1.0

ADVERSE REACTION REPORTING — CHARMS DATA WEB - Initial web access established, now
You can submit the Adverse Event Report.

Unless you get the SUCCESSFUL submission message, your report has not been submitted. You may
Try to submit until you get the SUCCESSFUL message. If you encounter any problems, please contact
Your CHARMS Support.

E Product Reaction E

v3 10 Copyright @ 1999-2003 AHCDC

Adverse Drug Reaction seiect atient Name: [EiTestperson Andiew H
1 Patient ID; [HM100995 | Chart Number. [1234 | 2 Age:[44 | DOB:[MJan1960 | 3 Sew[M | 4 Height[157 | 5 Weight[73 |
Outcome attributed bo adverse reaction [check all that apply]

Death: [ate of [Death LifeThreat Hospitiized Prolonged Stay Disabiity Congerital [ntervertion  Other IF Other Please Specify

u l:' [ Adverse Reaction Submission SUCCESS E |
[iate of Reaction:{18-Apr-2004 i Length: Ij brs

C. Suspected Drug Product(g & Submizsion of pour &dverse Reaction report was SUCCESSFLL

Primary

Lot #: (A1LOT2 dT est-A1 T estmanufacturer |

Frequency: & ;I

Route: | | Reaction abated after use Reaction reappeared

Therapy From: |02-Feb-2004 T 02-Feb-2004 stopped o dose reduced: after reirtroduction;

B.4Heacliun| B.5 Tests | B.6 History | C.9 Drugs E.1ﬂTlealmenl|

Enter your dezcriptive infoarmation in the bok below

Free text may be entered here which wil be entered onto the Health Canada "Adverse Event” fom,

D. Reporter
ATFAATRA vI Dr. |A1Fami|ydoc ||m Familydac: fddress1:
. Hospital: |41 Test Hospital Address2:
W !
Health Professional M1 g, | mriieir [ B[ | Ciy T ]
Reported to Manuk.? [v] Entered By:[Susan Headlurse | Diate Sent: Edt  Add Delete  Exit

Entered: {18-Apr-2004 *
Modified: | 18-Apr-2004 ? & | *B | Q v | A | EL
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CHARMS UPGRADE MANUAL-V3.1.0
ADVERSE REACTION REPORTING — EMAIL NOTIFICATION SENT TO RECIPIENTS

The following is a sample of the email notification that will be sent out to the intended recipients notifying
Them that an Adverse Event has been submitted.

Each request to view is logged along with the requestor’s 1P address. Only the people notified will be able
to view the report that was intended for them only.

Adverse Heaction Notification =

File Edit Wiew Go Message Communicator Help

LYy & D e T s w9
GetMsg MNewbsg FReply  Reply Al  Forward File M et Pririk Delete St
J TESTING ONLY Il - Adverse Reaction Notification (13) CHARMS e Notifier

Subject: TESTING ONLY !'!! - Adverse Reaction Notification {13)
Date: Tue, 20 Apr 2004 03:30:08 -0400
From: "CHARMS YWeb Motifier" <notifieniicharms. ahcde.cax
To: =stilesCi@sympatico.caz
CC: =stilesC@sympatico.caz

Adverse Reaction Motification (13)

Dear Sir/Madam,
Thiz iz an autornated ernail notification that a2 new Adverse Reaction Report has been subritted for your review as of today, Apr 20, 2004,

In arder to view or print this Adverze Reaction Repart vou will need to:
* 2] have Adobe Acrobat Reader wd+ installed,
¢ b dick on the link below and

* o) provide wour CHARMS Data Web uzernarme/password to login on our secure web server,

Click here to retrisve ADR #13,

If you are having any technical difficulties reading this report, please email us at support.charms @ahcdc.ca

If you questions about the content of this report, please contact the Reporter listed on the bottom of the report.
Thank you frarmn the CHARMS Data Web Support Team,

All information in this email should be considered confidential and intended solely for the use of the individual or entity to whom this email is addressed. If you
have received this email in error please notify the sender immediately then delete the message and any attachments.

Had this been real we would have sent it to:
¢ To: Ontario Regional AR Centre (Blood Services)

¢ BCC: walkeri@mcmaster. ca (Reporting Clinic)
¢ CCo Andrea Vogel (Andrea Vogel at AHCDC)

Autornated Ernail from httpe/fcharms AHCDC, com
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