PhIS & CPS Project - Quick Guide Adverse Drug Reaction Screen

Summary of Ticket Number and Request for Adverse Drug Reaction

niaga

No. | Ticket # Description Requests Solution
1.1 1-PhIS018296117S | ADR Reporting - Request to enhance | 1.Request to tally screen for ADR reporting for same ADR Reporting _ '
on ADR Reporting like file as attach "adr form". 1) ADR Reporting-To increase character for
2. Request all date in the form able to be fill manually Adverse Reaction Description (Agreed to
tvoe add max 1000 characters)
ype. 2) ‘Date of Reaction’ and ‘Date End Of
3. Request to add frequency in printed ADR form, user Reaction’ field — ‘Time’ to be Removed
inform no frequency in printed ADR form. 3) To remove ‘Additional information’ field
4. On drug detail, request therapy date to be fill (additional information required in ADR
manually. description will be mentioned in user guide)
2. | |-PhIS033315118S ADR Reporting - Request to allow User request to allow user select Therapy End Date as Drug Details
user select Therapy End Date as '‘Continue' for Contaminant (Concomitant) Drug. She & .
. o . } ) 1) To allow edit Therapy End Date after save
Continue inform that currently system is not allow user to edit .
Therapy End Date. She inform that supposed Thera drug detail.
Py - - pp . Py 2) To set ‘Indication’ field as Mandatory
End Date for Contaminant Drug is 'Continue' because
pharmacist do not decide f(.)r patient. Th(.erefore, she ADR Report printing
request system to allow edit and has option to put as .
Continue 1) Toadd/display:
1) ADR number
3. I-Ph1S016699916S ADR Reporting-Request to increase User request to increase character for Adverse Reaction 2) Date end of Reaction
character for Adverse Reaction Description until extra 500 words. 2) Toremove bold in boxes/ line
Description 3) To standardize all field titles to Sentence
4. | |- ; . . . case.
I-Ph1S024645118S fADR Reguecslt to édc.i more character Uhser r:porteq sf:je unable”todflll all [—eaFtIZn :escrlptlonl 4) To remove ‘WHO Terminology Guide’ and
or reaction description ';O%t she recelveU manually due to |km|ts character only replaced with ‘User Guide for ADR/AEF
00 c aractcers. ser request to make the character Reporting via PhIS’ and ‘Mild AEF|
limited until 1000 characters. . .
Terminology Guide
5. | I-PhiS033403118S ADR Reporting - Request Able to edit Therapy End Date after save drug detail. 5) To rename below fields:
enhancement 3) From ‘Date of reaction’ to ‘Reaction
6. | I-PhIS033317118S ADR Reporting - Request to put red User request to put red asterisk on Indication column. In start date’

asterisk on Indication column

other words, to set Indication as compulsory for user to
key-in. She informs that currently Indication is not
compulsory to key-in. Therefore, sometimes pharmacist
forgot to key-in. During print report, Indication will
appear blank.

4) From ‘Date end of reaction’ to ‘Reaction
end date’

5) From ‘Time To Onset Of Reaction’ to
‘Time-to-onset of reaction’
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No. | Ticket # Description Requests Solution

7. | 1-Ph1S033265118S User reported when she preview and | ADR Number generated from the system does not 6) From ‘Reaction Subsided after stopping
print ADR report, ADR number not appear in the printed report. User has to manually write drug or Reducing Dose’ to ‘Reaction
appear.User inform she need to key- | down the missing number on the printed report. subsided after action taken with
in manual ADR reporting number.It suspected drug’
happen to all ADR reporting and 7) From ‘Reaction reappeared after
MRN. reintroducing drug’ to ‘Reaction

8. 1-Ph1S036757118S User request no need time for Date Request for time of reaction to be made non- reappeared after reintroducing
of Reaction and Date End Of compulsory. suspected drug’
Reaction. This is because even 8) From ‘Drug Relationship’ to
though user key in the time, it will ‘Relatedness of suspected drug to
default to 12 AM. She also informs reaction(s)’
there is no time at the manual form. 9) From ‘Total Daily Dosage Given’ to
So, user request if only have date to ‘Dose’
key in. No need key in for time.

9. | I-PhIS044493518S ADR Reporting - SESI PERBINCANGAN | Email from user
MODUL ADR BAGI PROJEK PhIS & "PV would like to submit the change requests for
CPS -Change Request for ADR ADR/AEFI Reporting Module in PhIS.

Please find attached the change request and relevant
user guides."
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Function . . . . . .
Flow Adverse Drug Reaction Screen Screen in current Version 2.0 Adverse Drug Reaction Screen Screen in new Version 2.1
1.Adverse | Pharmacy Transaction > Clinical > Adverse Drug Reaction Screen - Select | Pharmacy Transaction - Clinical > Adverse Drug Reaction Screen - Select
Drug Patient and create New ADR record Patient and create New ADR record
Reactio | cyrrent Adverse Drug Reaction Screen as below: New Adverse Drug Reaction Screen as below:
n Screen

ADVERSE DRUG REACTION

[1](&] (B]x]
N0 XO0G00% XX J0000K Mk ST Age 35 Years 03 Wonths 10 Days Gencer Female WA BB
p Aress Phone And Emal Diagrosis o inomn Alees .
Heignt | tssfem Wwenht | eolp BMUSSA 42118 m? [ (LastUpdated : 2420M8 ) Natanaity” Warganegara
Upload Frita -
ADR Demographic

1. ADR DETALS

Atverse Reacion Destripion

WHO Terminology Guide:

.

Race Mdalay ‘Aaation Inferman Ho

Fease Ciassily for Skin Reachun u] Extent of Reaction 1=Mid

1=Drug Wingraun

aflaf[«]la][«

Date Of Reackon Action Taken With Suspected Drug

Dete End Of Reachn B Reaction Subsided afte stopping drug or Reducing Dose 1=Ves

Time To Onset Of Recion Inmedatet, ¥ Reachon rezgpeared afet FEniroducing dnug 1=¥es

Treatment Of Averse Reaction Drug Relationship 1=Cetlain 7 WO Causaliy CategonssNaranjo Aigorttm
Outeome: 1=RetoveredResoled v

Seriousoess M vt

1) ‘Adverse Reaction Decription’ field can be entered maximum 500
characters

2) ‘Date of Reaction’ and ‘Date End Of Reaction’ field, mandatory to fill in
the ‘Time’

3) To rename From ‘Date of reaction’ to ‘Reaction start date’

4) To rename From ‘Date end of reaction’ to ‘Reaction end date’

Date Of Reaction 28M11/2018 04:08 PM jen) |*
Date End Of Reaction 28M11/2018 04:08 PM n) |*
< Mov 2018 >

Sun Mon Tue Wed Thu Fri Sat
1 2 3

4 5 [} 7 8 9 10
11 12 13 14 15 16 17
18 19 20 21 22 23 24

25 26

| 04:08 PM| r

ADVERSE DRUG REACTION

i B[
BAX 0000 wyicd Age 04 Years Gender Male MAN HKLODDD0DS
p Address Prone And Email Disgnosis No inown Alergies .
Heght | 183 cm WegNt | G3hp BMUSSA 22018 m* |jpgae (LastUpdated: 1922018 ) Netonaity : Warganegara

Upload Phola

ADR  Demugraphic.

1. ADR DETAILS
test N

Averse reaction desciption

User Guide for ADRIAEF] Reporting via PRIS Mild AEF] Temminology Guide
Race Badang v

Please classd o skin reaction O Extent of reacion

1

Reachon ster szte 032019 E Action taken with suspectad dnug 1=
Reackon end daie 0412019 E Reacton subsidad afer action kaken wih suspected trug 1
“Time:to-onst of reackon Immediizt, v * Reacton reappeared afes reintroducing suspected drug 2=MNo v

st
Treaiment o adverse reackion Relatedness of suspecied dnag o reacionfs) 1= Gedain ¥ " WHO Causaiy CategoriesiNaranjo Algoritim
Outeome 1 =RecoversdResolved v
Senousness Mo v|*

1) ‘Adverse Reaction Decription’ field can be entered maximum 1000
characters

2) ‘Date of Reaction’ and ‘Date End Of Reaction’ field, the ‘Time’has been
removed

3) Renamed From ‘Date of reaction’ to ‘Reaction start date’

4) Renamed From ‘Date end of reaction’ to ‘Reaction end date’

:|»|

Reaction start date 03/01/2019 [31] |*
Reaction end date 0470172019 x ? *
< Jan 2019 >

Sun Mon Tue Wed Thu Fri  Sat

[
11

12

1 2 3
i1 T 3 9 10
13 14 15 16 17 18 19
20 21 22 23 24 25 26

2Fr 28 20 30 3
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Function
Flow

Adverse Drug Reaction Screen Screen in current Version 2.0

Adverse Drug Reaction Screen Screen in new Version 2.1

5) ‘Additional Information’ drop down value is mandatory to be select If
choose ‘Yes'

| Yes v | || v [*
Brand Switching

Drug Interaction

Medication Error

Medication Ineffective

Others

Additional Information

6) To remove ‘WHO Terminology Guide’ and replaced with ‘User Guide for
ADR/AEFI Reporting via PhIS’ and ‘Mild AEFI Terminology Guide’

1. ADR DETAILS

testing

Adverse Reaction Description

WHO Terminology Guide

Race | Malay v |*

6)

‘Additional information’ field has been removed.
(any additional information required in ADR description will be mentioned in
user guide located below the ‘Adverse reaction description field’)

The ‘WHO Terminology Guide’ has been removed and replaced with ‘User
Guide for ADR/AEFI Reporting via PhIS’ and ‘Mild AEFI Terminology Guide’

1. ADR DETAILS

Adverse reaction description

Race

Please classify for skin reaction 0

lest ‘k

User Guide for ADR/AEFI Reporfing via PhiS Mild AEF] Terminology Guide
| Badang v

Extent of reaction
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Function . . . . . .
Flow Adverse Drug Reaction Screen in current Version 2.0 Adverse Drug Reaction Screen in new Version 2.1
2.Adverse | Pharmacy Transaction = Clinical > Adverse Drug Reaction Screen - Drug Pharmacy Transaction = Clinical > Adverse Drug Reaction Screen = Drug
Drug Details Section Details Section
Reactio
n Screen : ; . .
5 Current Drug Details screen as below: New Drug Details screen as below:
—Dru
Detaiﬁs 1) Therapy End Date captured from medication profile and cannot be edited | 1) Pharmacit is allow to edit Therapy End Date after save drug detail.

2) ‘Indication’ field is not Mandatory
3) To rename From ‘Total Daily Dosage Given’ to ‘Dose’

2) To set ‘Indication’ field as Mandatory
3) Renamed From ‘Total Daily Dosage Given’ to ‘Dose’

Add Drug Detail
Select From Drug Master v Route Intravaginal v
Product/Generic Name Tioconazole 100 mg Vaginal Tal 2 |* Manufacturer Manufacturer Unknown v
Drug Type Suspected v | Product Reg. No. MAL 07090927AZ
Frequency HS (at bediime) v Batch Number MAL 07090927AZ
Therapy Start Date ‘ 130212019 ‘ o} | Brand GYNO-TROSYD v
Total daily dosage given 1|/ bead v Therapy End Date 2110212019 i}
Indication 2034 Therapy End Date Remark 2034
Sample Attached Upload Image —_—

[ Quantty \ m Upload ‘

Add Drug Detail
Select From Drug Master v Rote v
Product/Generic Name Ampicilin + Sulbactam 375mg 1 5 |* Manufacturer v
Drug Type Suspected v Product Reg. No.
Frequency Q24H v Batch Number
Therapy Start Date 07106/2018 il | Brand v
Dose 1|, tablet v Therapy End Date ]
Indication uTl Therapy End Date Remark
Sample Fﬁached i Upload Image Is ——

[ Quaniity | (g] Upoad |
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Function . . . . . .
Flow Adverse Drug Reaction Screen in current Version 2.0 Adverse Drug Reaction Screen in new Version 2.1
3.Adverse | Pharmacy Transaction > Clinical > Adverse Drug Reaction Screen - Print Pharmacy Transaction = Clinical = Adverse Drug Reaction Screen = Print
Drug Report Report
Reactio
;eport Current ADR Report printing New ADR Report printing
Printing 1) No ADR number display 1) Added ‘ADR No’ displayed at the ADR Report printing

2) R/N or Initials to be renamed to ‘Patient NRIC’

2) Renamed ‘R/N or Initials’ to ‘Patient NRIC’

REPORT ON SUSPECTED ADVERSE DRUG REACTION

NATIONAL CENTRE FOR ADVERSE DRUG REACTION MONITORING
www.bpfk.gov.my

REPORT ON SUSPECTED ADVERSE DRUG REACTION
NATIONAL CENTRE FOR ADVERSE DRUG REACTION MONITORING
||ADR NO : ADR190000553 | www. bpfi.gov.my

(Please report all suspected drug reaction including those for vaccines and traditional medicines. Do not hesitate to report if some details
are not known. Identities of Reporter, Patient and Institution will remain Confidential.)

(Please report all suspected drug reaction including those for vaccines and traditional medicines. Do not hesitate to report if some details
are not known. Identities of Reporter, Patient and Institution will remain Confidential )

Yes Z No D Notappl\cal)\e[

Reaction reappeared after reintreducing drug :

Extent of reaction

Mild D Moderate Severe I:‘

Treatment of adverse

[ 2031 testng

REPORTNo ... (foroffice use only) REPORT NO ..o (ToT OFfice use only)
PATIENT INFORMATION PATIENT INFORMATION
R/N or Initials Age Sex Wi Ethnic Group Institution Patient NRIC Age Sex  Wiikg) Ethnic Group Institution
htmh00029360 | 27 Ye;?[t!)_;v?onlhs | | Female | | 5 ” Malay | | Hospital Tanah Merah | | 04 Years 01 Days ‘ ‘ Male | | 69 ‘ | Badang | ‘ HOSPITAL KUALA LUMPUR
ADVERSE REACTION DESCRIPTION ADVERSE REACTION DESCRIPTION
test
testing
Additional Information $kin Reaction
Skin Reaction Please specify Part of Body Affected :
Please specify Part of Body Affected : Time-to-onset of reaction Reaction start date - Reaction end date -
Time to onset of reaction : Immediately Date of reaction | 13/0212019 | Date end of reaction | 1310212019
Reaction subsided after action taken with suspected drug Yes No D Unknown |:|
Reaction subsided after stopping drug/reducing dose : Yes E No D Unknown j

Reaction reappeared after reintroducing suspected drug

Yes l:‘ No Not applicable I:‘

Extent of reaction

Mild Moderate D Severe l:l

Treatment of adverse

reaction & action taken test




