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1.0 Introduction

1.1 Overview of PhIS

Pharmacy Information System or better known as PhIS, is a complete and comprehensive system that
integrates pharmacy related services geared towards pharmacy excellence. PhIS implementation
would transform most of current manual process to electronic system to benefit facility end user in the
health care sector.

There are 12 modules to assist services delivery by the health care sector which comprises of:
Order Management

Inpatient Pharmacy

Outpatient Pharmacy

Medication Counselling

Ward Pharmacy

Pharmacy Inventory

N o g e D RE

Manufacturing of Cytotoxic Drug Reconstitution, Parenteral Nutrition, IV Admixture & Eye Drop,
Radiopharmaceuticals and Extemporaneous

Adverse Drug Reaction & Drug Allergic (ADR & DAC)

Clinical Pharmacokinetics Services (TDM)

©

10. Drug Information & Consumer Education (DICE)
11. Medication Therapy Adherence Clinic (MTAC)
12. Data Mining (PhARM)

1.2 Purpose and Objectives

This user manual outlines the Adverse Drug Reaction (ADR) and Drug Allergy Card (DAC) sub-
module and its key features and functionalities. The primary objective is to guide user through the
process of completing PhIS application process.

User will understand the following activities in details:
. ADR Reporting

. NPRA Feedback

. Adverse Event Following Immunisation

. Print Allergy Card

1.3 Organised Sections
These are the sections within this document:
. Section 1 : Introduction
. Section 2 : Application Standard Features
. Section 3 : Adverse Drug Reaction (ADR) & Drug Allergy Card (DAC)
. Section 4 : Acronyms

. Section 5 : Links to Clinical Modules
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.0 Application Standard Features

2.1 PhIS Legend

Standard Legend

LOGIN

Login to PhIS

Logout from PhIS

[ Loon |
E Close All Open Tabs o Refresh Screen
ﬂ Expand Menu @ Collapse Menu
¥ ] Expand Module El Collapse Module
T‘ Add/Create New Record F Save
Close Window | o) | Calendar Icon

i

Save Transaction

Delete Record

Export Report From PDF file to
(' Export to Excel SO [ ok ] OK Button
Yes Yes Button No Button
Radio Button ] Checkbox
| SPUB56565698 | System Automatic Generate | HPSF00088304 Automatically
Record No. Display/Retrieve Box
E Reset Login Screen Q Cancel
=l Home Display Home Tab | e | Search Icon
Show Help V4 Edit Record
Q Search Search Record Cancel Button

Dropdown Box

Empty Text Box

e

Mandatory Field

PB_U. MANUAL_ADR & DAC-12" E
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ADR & DAC Module Legend

Print In Malay | Print DAC card in Malay Causality Grading Causality Grading Guide
_ . . ) . " . e WHO Terminology Guide
WHO Terminology Guide .
 Print In English | Print DAC card in English y Hyperlink
Note

To learn more about Login Information, kindly click Login Information module for descriptive steps.
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2.2 Latest Enhancement and Updates

PhIS & CPS Project
User Manual — ADR & DAC

Latest Functions

Page

Updated latest screenshot with AEFI filters

6-9

Updated notes on ADR reporting
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Adverse Drug Reaction & Drug Allerg

Overview

The Adverse Drug Reaction module converse the implementation of a safe, organised, and efficient adverse
drug reaction reporting, adverse reaction after immunisation reporting and allergy card printing

User Group

This module is intended for pharmacist and prescriber.(subject to the user assigned by the facility)

Functional Diagram

ADR & DAC
y A y
3.3
3.1 3.2 :
ADR Reporting NPRA Feedback P””(t:gr'('jergy
Figure 3.0

Functional Description

ADR & DAC comprises of four (4) main functions:

PB_U. MANUAL_ADR & DAC-12" E

ADR Reporting

This process is used by prescriber and pharmacist to record any adverse drug reaction of the patient. The
format is similar to the Adverse Drug Reaction Form by National Pharmaceutical Control Bureau (NPCB).

NPRA Feedback

This process is used by pharmacist to record any feedback on the ADR Reporting sent to National
Pharmaceutical Regulatory Agency (NPRA)into the system.

Print Allergy Card

This process is used by pharmacist to print an allergy card for the patient. The allergy record is created based
on allergy reported by prescriber.
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3.1 ADR Reporting
This function is used to record any drug reaction of the patient before sending to NPRA.

LTt

%ﬁ PHARMACY INFORMATION SYSTEM

@ B Preparation® | ADR/AEFI Reporting x|
1 Home ADR/AEFI REPORTING
Patient Management B ~
Order Manage o a Select Registered Patient 2 Y
Inventory
| ADR/AEFI ADR No. 2 MRN 2
ADR/AEFI Reporting Suspetes Drug Destnt DR Deserit
NPRA Feedback uspected Drug Description P2 escription
Print Allergy Card Reported Date From | Reported Date To |l
21 Pharmacy Transaction
1 Dispensing Reported By - Status Recorded A4
I Mormal
Outpatient Department P AEF| All -
i Inpatient
Screening & Basic Search m
Verification
Preparation [1-10/284]

Dispensing Sus;

pected I]rug‘ Reported
Fill List ADR No Desc ADR Description Reported Bys Date Verified By Departmi:
FPP Medication

Summary ADR210000398 | HKLOODS659 Miconazole 25 01/12/2021 |Recorded Pharmacy |Yes
b Release/Discard Batch CREIEE
: ::%T:;Tgi?um ﬁ;:fog_\‘;mne Dizziness nausea! anq )
ADR210000396  |HKL0433021 recombinant) numbness over njection site 271052021 |Recorded Pharmacy | Yes
p Methadone Patient o 10 mintues after 15t dose of

lutinn for

Figure 3.1-1 ADR Reporting Listing Page
Note
PhIS Screen menu/sub menu will be displayed according to user access right.

STEP 1
Click on ‘ADR/AEFI" menu

STEP 2
Click on ‘ADR/AEFI Reporting’ sub-menu

STEP 3
Click on the = button to search for patient record

Note
Search for ADR Reporting record by below criteria :-

Basic Search

No | Field Description Remark

a ADR No - Allow to search record by full or partial ADR No

b MRN Patient MRN Allow to search by patient full or partial MRN No

c Suspected Drug Name Allow to search by full or partial drug name
Drug
Description

d ADR - Allow to search by full or partial ADR description exp,
Description Rash, Rashes

Advance Search

e Reported Date - Allow to search date before current date
From

f Reported Date - Allow to search date later than date on Reported Date
To From field

g Reported By User Login Name Allow to search by full or partial User Login Name

PB_U. MANUAL_ADR & DAC-12" E Page 6
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k Status — All — All - Allow to search for records by status
— Confirmed Confirmed, Verify and Recorded
— Verify — Confirmed - Allow to search for records that have
— Recorded been confirmed

—  Verify - Allow to search for records that are verified
but not yet confirmed

— Recorded - Allow to search for records that are not
yet verified and confirmed

I Department - Allow to search by full or partial department name in
facility
m AEFI — All Allow to search and filter record for AEFI only, ADR
- Yes only or both
— No
Table 3.1
Select Registered Patient | 2 n

! Patient Search [E

2| Patient MRN Patient Name

< G NofOther Identifcation m

! 1 {28067 >  » [1-10/260663]
KOO XX XXX @
NXOOO00K X008 000K 10/530]
NDXOOCOOOKK JO0K XEXX

AR OO0 KK K XXX M
FX000 000K 00K X0 000K ¥
XK KOO 000K y
IMXOOCOO0K KTOOCK XX JOKK J000KKK y
NOX 000K XX 000X X000 ¥
CHO000 XK XK v
I N OGO0K X0 XOOEK HOOCGKK b

Figure 3.1-2 Enter/Select search MRN

STEP 4

Double-click on selected patient record

STEP 5

Click on the button and system will generate ‘ADR Reporting’ screen

PB_U. MANUAL_ADR & DAC-12" E Page 7
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ADR/AEFI REPORTING

B [x
Age 31 Years 03 Months 12 Days Gender Female MRN HPSF00328368
a
/ Address Phone And Email Disgnosis No known Allergies -
Height | |em  weignt | (kg BMIBSA 00 m? |ypgate| (Last Updated: ) Nationality - Warganegara

Upload Photo
Medication Profile | ADR/AEFI  Demographic

1. ADR/AEFI DETAILS

AEFI 0

Adverse reaction description ‘ @
¥

User Guide for ADR/AEFI Reporting via PhiS Wild AEFI Terminology Guide
Race | - |
Please classify for skin reaction (] Skin Reaction Extent of reaction | - |
Reaction start date ?| : Action taken with suspected drug | v |
Reaction end date ?| Reaction subsided after action taken with suspected drug | v |
Time-to-onset of reaction ‘ | | v |* Reaction reappeared after reinfroducing suspected drug | - |
Treatment of adverse reaction Relatedness of suspected drug to reaction(s) |7'|

A WH®Q Causality Categories/Naranjo Algorithm

Qutcome | v |*

Figure 3.1-3 ADR Details Information

STEP 6
Enter the information in the ADR Details section:
a) Adverse Reaction Description.
b) Reaction Start Date
c) Reaction End Date
d) Time To Onset of Reaction
e) Treatment of Adverse Reaction
f) Outcome
g) Seriousness
h) Extent of Reaction
i) Action Taken With Suspected Drug
j) Reaction Subsided after action taken with suspected drug
k) Reaction Reappeared after reintroducing suspected drug
) Relatedness of suspected drug to reaction(s)

e Click atthe _ checkbox to enter AEFI reporting
e Please Classify for Skin Reaction is an optional

e Reaction end date is not mandatory

e User can refer User Guide for ADR/AEFI Reporting via PhIS gpg Mild AEFI Terminclogy Guide from the link to enter
the information in the field ‘Adverse Reaction Description’

e Race field is retrieved from patient registration.
o [f*“Yes” is selected for ‘Seriousness’ from drop down box, another drop down box will appear with the following:

- Results In Death (if this is selected, another field will appear and user need to fill in the information of Date of
Birth, Was Autopsy Done, Autopsy Determined Cause of Death and Cause of Death)

- Life Threatening

- Hospitalization/Prolong Hospitalization

- Disability/Incapacity

PB_U. MANUAL_ADR & DAC-12" E Page 8
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- Birth Defect
e Drop down box for Reaction Subsided after stopping drug has 4 options to select from the following:

- 1.Yes

- 2.No

- 3. Unknown

- 4. N/A (Drug continued)

e Drop down box for Reaction Reappeared after reintroducing drug has 4 options to select from the following:

- 1. Yes

- 2.No

3. Unknown

- 4. N/A (not introduced)

[F] Erythema nodosum r ] Urticaria
Painful deep red nodules over the legs.Painful Eruption of wheals/hives lasting less than 24 hours Eruption of
deep red nodules overthe legs. wheals/hives lasting less than 24 hours.

[ 7] Fixed drug eruption (FDE)

Afew, round erthematous patch, blisters or
erosions over the lips, face, hands, feet and
genitalia. FDE recurs atthe same sites and may
extend to other areas ifthe drug is taken again.

Angioadema

Swelling of the mucous membrane(oralleye/genitalia). May be
associated with laryngeal oedema if severe.

| Maculo-papular rash(exanthem) ] Vasculitis
Generalised small red macules and papules. Pulpable
purpura.

Figure 3.1-4 Skin Reaction Screen
Note

o If ‘Please Classify for Skin Reaction’ checkbox is selected, |D Skin Reaction| hyperlink is displayed. Click on

the hyperlink, system will display as shown in Figure 3.1-4. Select the checkbox and click on the . B ] button to
save the record.

PB_U. MANUAL_ADR & DAC-12" E Page 9
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Causality Grading Guide
(] (8] @] [x]

Option 1: WHO Causality Categories

@ C1 -(Cerain
Plausible time, not related to underlying condition, concurrent disease, other drugs or chemicals, related pharmacalogically, +ve dechallenge, +ve rechallenge

C2 -{Probable)
Reasonable time, unlikely to be related to concurrent disease, other drugs, +ve dechallenge, na rechallenge.

C3  -(Possible)
Reasonable time, may be due to concurrent disease, other drugs, no informatien of dechallenge

C4  -{Unlikely)
Imprabable temporal relationship, other confounding facters such as drugs, chemicals, underlying disease

05 -(Unclassifiable )
Insufficient informationto analyse the report

Figure 3.1-5 WHO Causality Grading

e Drug Relationship field is selected from drop down box or by clicking on the /0 Causaliy CalegariesNaranjo Algorim
hyperlink. System will display the screen as shown in Figure 3.1-5 and Figure 3.1-6.

¢ Results selected from WHO Causality Grading will be displayed at the Drug Relationship field.

Option 2 Naranjo Algorithm

1. Are there previous conclusive reports on this reaction? 2. Didthe adverse event appear when the suspected drug was administered?
9 Yes 9 Yes
No No
Unknown Unknown

w

Did the adverse reaction improve when the drug was discontinued or a specific antagonist was
administered?

.

. Didthe adverse reaction reappear when the drug was readministersd?

9 Ye!
Yes ves
o No
Unknown Uninwn
5. Arethere alternative causes (other than the drug) that could on their own have caused the reaction? 6. Didthe reaction reappear when a placebo was given?
Yes 9 Yes &
Na No
@ Unknown Unknown
7. Was the drug detected in the bload (or other fluids) in concentrations known to be toxic? 8. Was the reaction more severe when the dose was increased, or less severe when the dose was decreased?
Yes 9 Yes
No No
@ Unknown Unknown
9. Didthe patient have a similar reaction to the same or similar drugs in any previous exposure? 10. Was the adverse event confirmed by any objective evidence?
Yes 9 Yes
@ Na No
Unknown Unknown
Score [ Clear |

[Scoring: (More than 7) Certain, (5 - 6) Possible, (3 - 4) Probable, (1- 2) Unlikely, {0) Unclassifiable

Figure 3.1-6 Naranjo Algorithm

¢ Naranjo Algorithm is used as a guideline only. Results from this questionnaire will not be used as
the causality grading.

e Select on the radio button and click on the =~ E3 | button to save the record

PB_U. MANUAL_ADR & DAC-12" E Page 10
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ADR/AEFI REPORTING

| (B [x
Age 31 Years 03 Months 12 Days Gender Female MRN HPSF00328368
r/r . Address Phone And Email Diagnosis No known Allergies -
Height |—| cm  Weight |—| kg BMYBSA 00 m? ‘ﬁl {Last Updated : ) WNationality - Warganegara
Upload Photo T T -
Medication Profile | ADR/AEFI  Demographic

1. ADRIAEFI DETAILS
2. DRUG DETAILS

Product Reg .| Therapy Start_
No. e M Date

Therapy End

Product/Generic Name 3 Drug Type = Dose S Frequency = Route +| Manufacturer 5

Ne Record Found

3. OTHER DETAILS

Figure 3.1-7 Drug Details

- Drug Master
- Others

Note

traditional herbs.

STEP 9

Select and enter from Select From drop down box:

STEP 7
Click on the k- button as shown in Figure 3.1-7 and ‘Add Drug Detail’ screen will be displayed as shown in Figure
3.1-8
Add Drug Detail
i @ A | x
Select From | Drug Master v | Route | IV Bolus v |
Product/Generic Name |F'antoprazole 40mg Injection 2 |® Manufacturer | Manufacturer Unknown - |
Drug Type |Suspected v | Product Reg. No. | |
Freguency |OD (once daily) v | Batch Number | |
Therapy Start Date 01/11/2021 £ Brand | A4 |
Dose | 1|| amp v | Therapy End Date |
Indication @ Oesophagitis Therapy End Date Remark
P P

Sample Attached () Quantity : Upload Image m |

Figure 3.1-8 Add Drug Details
STEP 8

e Drug Master- The searching of drugs will be from the Drug Master list.

o Others — Free text field provided. User can record drugs which are not setup in the drug configuration file. e.g.:

Enter Product/Generic Name. The selection will be based on the selected criteria in the Select From field

PB_U. MANUAL_ADR & DAC-12" E
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STEP 10

Select and enter from Drug Type drop down box:
- Concomitant
- Interaction
- Suspected

STEP 11
Enter Indication

Note
e Enter the other optional field if applicable

a) Frequency
b) Therapy Start Date
c) Total daily dosage given
d) Route
e) Manufacturer
f) Product Reg No
g) Batch No
h) Brand
i) Therapy End Date
j) Therapy End Date Remarks
k) Sample Attached
[) Upload Image

User is allowed to add same drug with different dosage, frequency or route

ADRIAEF| REPORTING

e Select From field = Drug Master, Frequency and Route field is displayed as drop down box.
e Select From field = Other, Frequency and Route field is displayed as free text fields.
e Select the checkbox Sample Attached and enter the quantity if sample is available from patient.
¢ Click on the Upload button to upload the image of the drug if available.
STEP 12
Click on the button to save the record
Note

[@ e B ] ]

MAN HKLOD00001

Medication Frofile| ADR/AEFI  Demographic

|Pegawai Farmasi UF4s

50586 Wilayah Persekutuan, WP Kuala Lumpur

EA)
LXX XX XXXX Myksd 510130105483 Age 69 Years 09 Months 05 Days Gender Male
Address Fhone And Email Diagnosis [ Ko Aergies
Height | 150[em  Weeignt | £5|kg EMIBSA 204718 m* custUpnmd 1400712020 )  Mationality : Warganegara
Uplead Photo
1. ADR/AEFI DETALS:
2 DRUG DETALS
3. OTHER DETALLS
Relevant Medical History testadr
Name
Designation
Department
Relevant investigation/Lab Data ol | Contact Number
Mobile Number
Remarks adr repaned Email
Addre:
Date Of Regort
Record Verfied O
Verified By |
Click hare to Confirm the razord (]
<

Figure 3.1-9 Other Details

PB_U. MANUAL_ADR & DAC-12" E
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STEP 13

Enter the information for below if applicable:
a) Relevant Medical History
b) Relevant investigation Lab Data
c) Remarks
d) Mobile Number
e) Date Of Report

Note
Fields of Reporter section that will be extracted automatically from the user account are:
a) Name
b) Designation
c) Department
d) Contact Number
e) Email
f) Address

STEP 14
Click on the . ]button to save the record

Note

e After save the record, Record Verified checkbox button will enable to verification process as shown in Figure 3.1-
10

. . Cancel Remrdl -
e Useris allow to cancel the record by click on the [ @ button and fill in cancel remarks as per
Figure 3.1-10

CANCEL REMARKS
B [x
Cancel Remarks ‘ *
i
Figure 3.1-10 Cancel Remarks
Ay (@ emimer (A ][x ]
LXX XX XXXX Mykad 510130105493 Age 63 Years 09 Months 05 Days Gender Male MRN  HKL0000O00

/’ Address Phone And Email Disgnosis A Known Allergies -

Height | 1%0[om Weight | 65|kg EMUBSA 21118 m* (Laslupmmd 140772020 ) Nationslity - Warganegara

Upload Phato
Medication Frofile|  ADR/AZF|  Demographic

1. ADRIAEFI DETALS

2. DAUG DETAILS

3. OTHER DETAILS

Relevant Medical History Tstadr Reporter

hame - ]

Designation |Pegawai Farmasi UF4z

Depanment |Pharmacy

Mobile Numser [

Remarks adr reported

J

J

Relevant invest igation/Lab Data il Contact Number 133328337 |
J

Email [qummygmen |

50558 Wilzyah Parsskutuan. W Kuals Lumgur.

Dste Of Repont 04/11/2020 )

Record Verified ]
Verified By [

Ciick here to Confirm the record [m]

Figure 3.1-11 ADR Reporting

PB_U. MANUAL_ADR & DAC-12" E Page 13



PhIS & CPS Project
User Manual — ADR & DAC Gﬂls

STEP 15
Click on the Record Verified [_| checkbox

Note
e Confirmation Message will displayed as Figure 3.1-11

CONFIRMATION

== COMNF0003: Please use WHO Classification for ADR
description. Proceed to Verify?

[Cancel “ Yes H Mo ]

Figure 3.1-12 Confirmation Message

¢ Click on the i button to proceed for verification

¢ Verified By field will be auto display verification person name as shown in Figure 3.1-13

ADRIAEFI REPORTING

=) @ et B | x]
LXX XK XXRX Myied 510130105453 Age 65 Years 08 Months 05 Days. Gender Male MAN HKLO0000D1
p Address Fhone And Email Diagnosis [ énzn Alergies -
weignt | 150em weignt | 63|ky ewuBsA 204118 m- (us«umma: 1410772020 )  Nationality : Warganegara

Upload Photo

Medication Profile|  ADR/AEFI  Demographic

1. ADR/AEF DETALS

2. DRUG DETAILS

3. OTHER DETAILS

Relevant Mdical History Eatadr Reporter

Name I F

Designation |Pegawai Farmasi UF4s

Department |Pharmscy

Refevant investigation/Lab Data il

Mobile Number [

J
J
Contact Number 133328337 |
J
J

Remarks adr reportad Email |dumemy@mon

/60586 Wilayah Persskutuan, WP Kuala Lumpur.

Dste Of Report ‘[M"H.‘Z[IZEI

Record Verified =]

Werified By [nmad Fariz Aritfin
Click here to Confirm the record [m]

Figure 3.1-13 ADR Reporting

STEP 16
Click on the Click here to Confirm the record [_] checkbox to confirm the ADR Reporting record

STEP 17
Click on the . = ] button to save and the record will be send automatically to NPRA
Note

e Status for ADR Reporting will be change to NPRA Received for record that successfully send to NPRA and user
can view the status at the ADR Reporting Listing Page as shown in Figure 3.1-14

PB_U. MANUAL_ADR & DAC-12" E Page 14
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ADR REPORTING

Select Registered Patient | 2| E]
ADR No. | 2| MRN | 2|
Suspected Drug Description | 2| ADR Description | ‘
Reported Date From B | Reported Date To ?\
Reported By | 2| Status | NPRA Received v |
Department | 2|
Basic Search
1 15 > > [1-10148]
ADRNo = MRN s S”SDEDC::: Drug , ADR Description 4+ ReportedBy #| Reported Dates| Status 4| Verified By & Remarks 4| Department +
s | S
ADR130000358 HbsAg Vaccine JRLL 620 [NRA ) Pharmacy
N 12/12r2018 around 1pm. He Received
{Pediatric)
developed fever at..
Patient receivad henatifis B vaccing

Figure 3.1-14 NPRA Received

o if the record fail to send ADR record, Information Message will be displayed as shown in Figure 3.1-14

INFORMATION

o INFOTS71: Record has been saved
@ successiully but fail to send ADR record to WP

| DI{:

Figure 3.1-15 Information Message

e Button Send to Integration | will be enable at ADR Reporting screen for user to click and resend
the record to NPRA as shown in Figure 3.1-16

¥ Send to Integration |

ADVERSE DRUG REACTION
@ 55 Send to Integration ‘ @

CXXX XXXX XXX Mykad B Age 34 Years 01 Months 02 Days Gender Male

Address Phone And Email Diagnosis -

Height cm  Weight kg BMIBSA 00 m? (Last Updated: ) Nationality : Warganegara

ADR  Demographic
1. ADR DETAILS

2. DRUG DETAILS

3. OTHER DETAILS

Figure 3.1-16 ADR Reporting - Send to Integration

e ADR Record that already got a feedback from NPRA, user can view the information in the ADR Listing Page
where the status is Feedback Received as shown in Figure 3.1-17

PB_U. MANUAL_ADR & DAC-12" E Page 15
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ADR REPORTING
Select Registered Patient | ry E]

ADR No. | 2| MRN | 2|
Suspected Drug Description | 2| ADR Description [ |
Reported Date From E | Reported Date To E |
Reported By | 2| Status. Feedback Received x|
Department | 2|
Basic Search
1 5 | »|=> [1-10/49]

Suspected Drug
Desc h

ADR Description Reported By +| Reported Dates Status <| Verified By = Remarks

Patient received hepatitis B vaccine

Hepatitis B 10mcg Feedback
ADR130000858 HPSFOD252137 HbsAg Vaceine SIS, UE LIS 161212018 J Pharmacy
B 12/12/2018 around 1pm. He Received
(Pediatric)
developed fever at...
Batient roreived henaftitic B yaccine

Figure 3.1-17 NPRA Feedback

e Click on the status Feedback Received hyperlink and NPRA Feedback screen will be shown in Figure 3.1-18

RA FEEDBACK

ADR No |ADR18EHJDEM358 | 2|7 NPRAReport No [19-01-&0016A ]
Feedback Date |02m1r2019 %" Casual Grading by Facility [3 = Possible ]
Status | Active |~
1 " [1-212]
Characterisation 3 Product Name = Active Ingredient 3 ADR Terminology 3 Relatedness =
EUVAX-B INJECTION )
Suspected DG oML HEPATITIS B VIRUS Pyrexia Probable
EUVAX-B INJECTION
W
Suspected SOMCEA DML HEFATITIS B VIRUS Loose stools Probable

Figure 3.1-18 NPRA Feedback

CXXX XXXX XXX Mykad [N ] Age 34 Years 01 Months 02 Days

Address Phone And Email Diagnosis

Height cm  Weight kg BMIBSA 00 m? (Last Updated : ) MNafionality - Warganegara

Upload Photo
ADR  Demographic

1. ADR DETAILS
2. DRUG DETAILS

3. OTHER DETAILS

Figure 3.1-19 Print ADR Report

STEP 18

Click on the button to print the ADR Report
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REPORT ON SUSPECTED ADVERSE DRUG REACTION/AEFI
NATIONAL CENTRE FOR ADVERSE DRUG REACTION MONITORING

ADR NO : ADR210000283 www.npra.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. ldentities of Reporter, Patient and Institution will remain Confidential.)
REPORT Mo ... (for office use only)

PATIENT INFORMATION
Patient NRIC Age Sex Wit (ko) Ethnic Group Institution

31 Years 03 Months ; )
| 17 Days ‘ ‘ Female | I I I Bintulu | I Hosp. Pakar Sultanah Fatimah

800821101010

ADVERSE REACTION DESCRIPTION

test

Skin Reactlon
Please specify Part of Body Affected :

Time-to-onset of reaction Reaction start date - | 01122021 | Reaction end date : | 0sM22021 |

Action taken with suspected drug : 1 = Drug Withdrawn
' . ' . A (drug
React bsided after action taken with cied d YD Nl:' Unki |:| h
eaction subsided after action taken SUspe rug es o nknown mnunued]
: ; ; MNIA (mot
Reaction reappeared after reintroducing suspected drug Yes I:l Na |:| Unkmown |:| r&imroduced]

Extent of reaction : Mild Moderate |:| Severe |:| Unknown l:l

Treatment of adverse ) .
reaction & action taken | hydrecortisone 100mg stat . bd 377

Outcome : Recovered Recovering D Recovered With Sequ&laeD Mot Recovered D Unknown D

Seriousness: Life Threatening I:l Hoszpitalization/Prolonged Hospitalizationlj Disability / D Birth Defect |:|
Suspected Drug :
Products/Genaric Product Therapy Dates
Name Dose Route Frequency | Manufacturer Reg. No. Batch No. Start End Indication
Peptic Ulcer
and Gastro-
Lansoprazole 30 mg 0D (once Oesophagea
Tablet 1 caplet Oral daily) 011272021 |03 202024 | Refilix
Disease
(Gord)
Concomitant Drug :
Interaction Drug :
"* Please attach further papers if necessary
Relevant Investigations/Laboratory Data Relevant Medical History
test test
Reporter
Name: Stephanie Chow Siew Fern Address :  Jalan Salleh, 84000 Muar, Johor.
Designation:  Pegawai Farmasi UF48 (PFK) Tel No: 503
Email Address : dummy@moh Date of Report :  07M2/2021 Signature :

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

Figure 3.1-20 ADR Report

PB_U. MANUAL_ADR & DAC-12" E Page 17



PhIS & CPS Project
User Manual — ADR & DAC

[ av
0 g
N 0

Wk Al Ml

3.2 NPRA Feedback
The function of this menu is to record any feedback from NPRA into the system

PHARMACY INFORMATION SYSTEM

MENU

@s

El Home

[ Patient Management

& Order Management
Inventory |

HOSPITAL KUALA LUMPUR

E. Home

NPRA FEEDBACK

Logout

ADR/AEFT Reportingx| NPRA Feedbackx| Print Allergy Cardx

Lo

v)

ADR/AEFI ADR No 2 NPRA Report No
ADRI/AEFI Reporting ration with NPRA All -
NPRA Feedback
Print Allergy Card 1 25 P 0» [1-10/249)

£ Pharmacy Transaction
z ::::Lng:::w 4| NPRA Report Nt Gan:;::y by %  FeedbackDate ""e“"f;il;’; With, | CreatedBy 4| Created Date 4| Updated Date & Status %
o PF Reports ADR180000611 18-12-01304A 2 = Probable 29/12/2018 Yes DMI HQ 13;07".22;19 L 13;07".22;19 T Active
ADR180000578 18-12-01610A 2 = Probable 181212018 Yes DMI HQ 1300712019 03.00 13;07"22’\1/19 0300 Active
ADR180000536 18-12-01666A 2 = Probable 20/12/2018 Yes DMI HQ 13;07".22;19 L 13;07".22;19 T Active
ADR180000534 18-12-01745A 2 = Probable 08/12/2018 Yes DMI HQ 13;07"2’2’\1{19 0300 13;07"2’2’\1/19 0300 Active
ADR180000537 18-12-01607A 2 = Probable 01122018 Yes DMI HQ TRV GERI) || TR EU TEHL Active
ADR180000402 18-12-01654A 2 = Probable 131212018 Yes DMI HQ 13/07/2019 03:00 | 13/07/2019 03:00 Active
ADR180000571 18-12-01520A 2 = Probable 01122018 Yes DMI HQ 13;07".22;19 L 13;07".22;19 T Active
ANE12000050 1819015 JE— 410001 o DA b0 13/07/2019 03:00 | 13/07/2019 03:00 At
Figure 3.2-1 NPRA Feedback
Note
Search for NPRA Feedback record by below criteria:-
No Field Description Remark
a | ADR No Search by selecting a Allow user to search existing transaction based on ADR
number from ADR No No
b NPRA Report | Search by entering Allow user to search existing transaction based on
No NPRA Report No NPRA Report No
Select from drop down | All — allow to search all transaction
Integration menu: Yes — allow to search data that synchronized from
c . - Al NPRA
with NPRA .
- Yes No — allow to search data recording by user
- No
STEP 1

Click on the ‘ADR/AEFI’ menu follow by NPRA Feedback’ sub menu

STEP 2
Click on the E] button and NPRA Feedback screen will be displayed as Figure 3.2-2
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NPRA FEEDBACK |

B @ | x
ADR No @Dﬂzwuuug% 2|7 NPRAReport No @|ﬂpra12m )
Feedback Date @1!12.@021 ? : Casual Grading by Facility |3 = Possible |
N =
Status | Active v |

+ Add |

®

f1

Characterisation

-
-

Product Name

-
-

Active Ingredient

Na Records Found!

e
-

ADR Terminology Relatedness

STEP 3
Select ADR No from

Note

STEP 4

Enter NPRA Report
STEP 5

STEP 6

Click on the ! el

the | ©~

No

Select Feedback Date

Figure 3.2-2 NPRA Feedback

search button

Casual Grading by Facility will auto displayed based on the value recorded in ADR Reporting

| button and NPRA Feedback screen will be displayed as Figure 3.2-3

K3

NPRA FEEDBACK o

—

mBle|x

Characterisation

Active Ingredient

Relatedness

| Interaction

v | *@ Product Name

Amladipine

FPrabable

ADR Terminalogy

TXX Amlo

Sweeling Face

STEP 7

- Interaction
- Suspected

Figure 3.2-3 NPRA Feedback

Select Characterisation from drop down menu:
- Concomitant
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STEP 8
Enter value in below field (if applicable):
- Active Ingredient
- Product Name
- ADR Terminology
- Relatedness
STEP 9

Click on the B button to save the record

Note
Record will be updated as shown in Figure 3.2-4

NPRA FEEDBACK @

A |@ | x
ADR Mo | ADR210000965 2" NPRAReport No |npra12w3 :
Feedback Date 01202021 [ : Caszual Grading by Facility |3 = Possible ‘
Status | Active v |
o= Add
4 i1 [1-1/1]

Characterisation = Product Name Active Ingredient = ADR Terminology = Relatedness

| Suspected sdsa |asdu | hgjkgin as2

Figure 3.2-4 NPRA Feedback

STEP 10

Click on the B button to save the NPRA Feedback and confirmation message will be displayed as Figure 3.2-5

CONFIRMATION

@-.I COMNFOD02: Are yvou sure you want to save?

Cancel | Yes ||  MNo |

Figure 3.2-5 Confirmation Message

Note
Click on the \il button so save the record
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3.3 Print Allergy Card
The function of this menu is to print an allergy card for the patient

PHARMACY INFORMATION SYSTEM

S iy

Q l;l ﬂ Home [ ADR/AEFI Renu‘tingx. MNPRA Feedbackx" Print AIIergyCardx.
PRINT ALLERGY CARD
&l Home
SRy o
o Inventory MR ( 2| Status [an v|
| ADR/AEFI — —
ADRIAEFI Reporting Daie Recorded From i| Date Recorded To j|
) Pharmacy Transaction
O Maintenance 1 {281 ol [1-1072802]
O Report/Enquiry
5 PF Reports Patient MRN Patient Name = Allergen Reaction Details: Location Recorded By +<| Recorded Dates Status = Printed %
HKLOODODO Cloxacilin ?T";g?y'adi“h“k a:‘”:;ggﬁihc ‘ 01"05"2’5&6 B | oy b mriredl |
HKLO043145 Tramadol Cm: In the ward 1907004 o e confirmed | No
w given via IV AM
HKL00GT 568 Acetylsalicylic acid ?t’::)ﬁDggl-ZOTUQ @ . » 04{01"2’3&? UEE Confirmed Yes
periorbital edema |
HKLODG7568 Captopril Et:)(iD;‘lﬂ-ZOTDQ 04{01"2‘3:; s Confirmed Yes
periorbital edema
HKL0089613 Ampicillin+ sulbactam g\éﬂe”:sdﬂll;ij:f 14"08"2'5;4703.33 To be confirmed No
body
HKL0092358 Diclofenac generalised rashes ‘ 29’08"2‘5:;04'25 Resolved No
Figure 3.3-1 Print Allergy Card Listing Page
STEP 1
Select on ‘Adverse Drug Reaction’ menu followed by ‘Print Allergy Card’ sub menu
STEP 2
Search for the patient by below criteria:
No Field Description Remark
a | MRN Patient MRN Allow to search patient by full or partial MRN No
All - Allow to search records by status Confirmed,
Pending for Confirmation and To Print
— Al — Confirmed - Allow to search records of patients with
i confirmed drug allergy
— Confirmed . . .
. — Pending For Confirmation - Allow to search records
b | Status —  Pending for of patient with drug allergy that is pendin
Confirmation P3 . 9 ay P 9
To Print confirmation
—  To Print - Allow to search records of patient with
confirmed drug allergy where allergy cars is not
printed yet
Date
¢ | Occurance - Allow to search date before current date
From
Date
Allow to search date later than date on Date Occurance
d | Occurance - )
From field
To
Table 3.3-1

Click on the button and the system will display all related records
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STEP 3
Double-click on record then select the checkbox as shown in Figure 3.3-1

ALLERGY CARD PRINTING

E] o ‘.FrmtlnMalay”DrmtInEnghsh“ X

Age 45 Years 10 Months 18 Days Gender Male MRN HKLOO0G67568

P
f Address Phone And Email Diagnosis A\ Known Allergies. -
Height | Jem  weight | |k BMBSA 00 m?  [jpgae| (LastUpdated: ) Nationaliy - Warganegara
Upload Photo —
1 [al

[1-3/3]

Recorded By 3 2:?::;;"': B Status 3| Printed3

Allergen E Reaction Details 3| Severity 3 gszﬁ:::’:; #

= v} - 01/01/2013 b 04/01/2017 09/022021
(] |Drug Acetylsalicylic acid DAC--11-14010002-0708 - periorbital edema Moderate 12:00 AM Nirmala Jagan 1116 AM Confirmed 03:08 PM
- 01/01/2013 04/01/2017 08/02/2021
() |Drug Captopril DAC--11-14010002-0709 - periorbital edema Moderate 12:00 AM Nirmala Jagan 1113 AM Confirmed 03:08 PV
= 01/01/2013 | Victor Ong Sheng 29/09/2020 09/02/2021
() |Dug Valsartan DAC--11-14010002-0709 - periorbital edema Moderate 12:00 AM i 07:58 AM Confirmed

Figure 3.3-2 Selected Patient
Select to print the card in Malay or English by clicking on one of the below button:

Print In Malay ][ Print In English

System will display as shown in Figure 3.3-3.

Note
e Condition to print Allergy Card is:

a) Allergy record with status Confirmed and Suspected
b) Allergen Type = Drug

Mo. Sifl : DAC-11-01060015-00016514 ~ Perin g atan ™
Kad Alahan Ubat

Sila bawa dan tunjukkan kad ini semasa
Nama : SALAM BIM ABU BAKAR mendapatkan rawatan atau bekalan ubat-ubatan
No. KIP: 560831016093

Pemberitahuan: Kad ini adalah untuk makluman dan panduan
pf Nama Ubat Reaksi Alahan \1 sahaja. Kementerian Kesihatan Malaysia tidak
bertanggungiawab atas sebarang penyalahgunaan yang
1. Paracetamol lswallen eyes melibatkan kad ini.

Tarikh kad dikeluarkan: 23/07/2015 05:24

Dikeluarkan Oleh: Hospital Pakar Sultanah Fatimah, Muar

'\_ _} Kementerian Kesihatan Malaysia
. A S A

Figure 3.3-3 Allergy Card Sample
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4.0 Acronyms

Abbreviation Definition

PhIS Pharmacy Information System

CPS Clinical Pharmacy System

MOH Ministry Of Health

MRN Medical Record Number

ADR & DAC Adverse Drug Reaction and Drug Allergic Card

50 Links to Clinical Modules

No Module PDF Links No Module PDF Links

1 Inpatient Click Here 12 CDR Dispensing Click Here
2 CDR Order Click Here 13 Methadone Dispensing Click Here
3 TDM Order Click Here 14 PN Dispensing Click Here
4 PN Order Click Here 15 Order Management Click Here
5 IV Order Click Here 16 Patient Management Click Here
6 Prepacking Click Here 17 Radiopharmaceuticals Click Here
7 Galenical Click Here 18 Outpatient Click Here
8 MTAC Click Here 19 Special Drug Request Click Here
9 ADR & DAC Click Here 20 MAR Click Here
10 Medication Counselling Click Here 21 DICE Click Here
11 Ward Pharmacy Click Here 22
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