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1.0 Introduction

1.1 Overview of PhIS

(Ph[B

Pharmacy Information System or better known as PhIS, is a complete and comprehensive system that

integrates pharmacy related services that geared toward pharmacy excellence. PhlIS implementation

would transform most of current manual process to electronic system would 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:

N o g~ w P

©

9.

10.
11.
12.

Order Management
Inpatient Pharmacy
Outpatient Pharmacy
Medication Counselling
Ward Pharmacy

Pharmacy Inventory

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)

Drug Information & Consumer Education (DICE)
Medication Therapy Adherence Clinic (MTAC)

Data Mining (PhARM)

1.2 Purpose and Objectives

This user manual outlines the Product Complaints 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:

Create New Product Complaints Record

Product Complaint Investigation

1.3 Organised Sections

These are the sections within this document:

Section 1 : Introduction
Section 2 : Application Standard Features
Section 3 : Product Complaints

Section 4 : Acronyms
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2.0 Application Standard Features

2.1 PhIS Legend

Standard Legend

LOGIN

Login to PhIS

Logout

Logout from PhIS

Close All Open Tabs

Bl

Refresh Screen

Expand Menu

Collapse Menu

Expand Module

Collapse Module

Add/Create New Record

Save

Close Window

IEREE

Calendar Icon

ofx [+ 1598

Save Transaction

L,
=1

=

Delete Record

Export Report From PDF

System Automatic

Automatically

[hEnatiob file to Excel file o ] OK Button
Yes Yes Button No Button
Radio Button O Checkbox

Generate Record No.

Display/Retrieve Box

Reset Login Screen

Show Help

=l Home Display Home Tab Search Record
@ Cancel | A Dropdown Box
|E| Search Icon * Mandatory Field
\Z' Edit Record Empty Text Box
Cancel Button

Note

e To learn more about Login Information, kindly click Login Information Modules for descriptive step.
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2.2 Latest Enhancement and Updates
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Latest Functions

Page
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3.0 Product Complaints

Overview

The Product Complaint module allows any user to lodge their complaints online about a product and the complaint
form will be sent to the Drug Information Services Unit set by the facility. Pharmacist in charge will receive the
product complaint as a message in the Task List and perform internal investigation.

User Group

This module is intended for storekeeper and pharmacists at the Pharmacy Store, Pharmacist and Assistant
Pharmacist at the Sub Store; Sister and Nurse at the unit/ward. (subject to user assign by the facility)

Functional Diagram

3.0
Product
Complaints
A vy A
3.3
3.1 o Product
; L Product . 34
View Existing A Complaints o
Complaints DIS Investigation
Records Non Catalogue
Catalogue Item

Item

321 331

Product New Drug
I p| Complaints - Product
Drug Complaints
322
Product
¥ Complaints —
Non Drug
Figure 3.1

Functional Description
Product complaints comprises of four (4) main functions:

e Product Complaints
This function allows user to view all existing transactions
e Product Complaints Catalogue Iltem
This function is used to create new product complaints that are listed in the drug catalogue item
e Product Complaints Non Catalogue Iltem
This function is used to create new product complaints that are listed in the non drug catalogue item
e Product Complaint Investigation
This function allows user to receive and investigate the validity of a complaints received on a product

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 4
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3.1 View Existing Product Complaints Record
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To view existing Product Complaints record, perform the steps below:

m FPHARMACY INFORMATICN SYSTEM
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Figure 3.1-1 Create New Product Complaints

STEP 1
Click on ‘Inventory menu’ and click on ‘Store Inventory’ Sub-Menu
STEP 2
Click on ‘Product Complaints’
STEP 3
To search for existing Product Complaints record(s), search by criteria as follow:
No | Field Description Remarks
a Complaints No. Product complaints Number Display all existing Product
complaints No. belongs to the
requester unit
b Complaints Type Search by : Able to filter and search
All record(s)
Drug
Non Drug
c Complaints Status Search by: Able to filter and search
All record(s)
Investigated — Invalid
Investigated — Valid
Investigation — Pending
Open
d Complaints Date From Start date for the product complaints Format field (dd/mm/yy)
transaction
e Complaints Date To End date for the product complaints Format field (dd/mm/yy)
transaction

Table 3.1-1
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Figure 3.1-2 Create New Product Complaints
STEP 4
Click on the il button
Note

The result display will be based on the entered criteria as shown in Figure 3.1-2.

STEP 5

Double click on the selected record and the details will be displayed in Figure 3.1-3

PRODUCT COMPLAINTS

Catalogue Item ® Yes 'No Complaint Status | Investigated - Valid

Farmasi Bekalan Wad (FBW) | Created By —

Unit Name

Drug Non Drug

Name of Product On Label Acetazolamide 500mg Inj | = Complaint No [Pc16000002 |
Product Code [so1Eco1000P40013x 01 | Type of Supply *

Registration No(MAL) [ | APPL Product

Batch No [999 | = Central Contract

Manufacturing Date | 080172016 | ® Local Purchase

Expiry Date L14IO1/201 6 \ Others, please specify

A- PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS

E) Sample of product eomplaint

A) Complaint Classification ~ * attached Yes ® No *
~| Quality i) Quantity submitted(Please specify)
~| Efficacy ii) If not,please state reason consumed ] N
Label i) Storage condition

Figure 3.1-3 Products Complaints
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3.2 Product Complaints Catalogue Item

Catalogue Items are items that are available in the facility’s Catalogue. Product Complaints on Drug and

Non Drug item can be logged by any user of PhIS. Pharmacist at the DIS Unit will then decide the
Complaints’ validity.

3.2.1 Product Complaint — Drug
To create a new Drug Product Complaints — Catalogue Item, perform the steps below:

\'.
@ PHARMACY INFORMATION SYSTEM
_ HOGPITAL PAKAR, SULTARAN FATIMAN, MIBAE Changs Pasywon] Logos
bl B} | bome | Preduct Complaints -
B Homme
Patwat lanagement
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o eeal ~
O Feance Cormpnantie # Complynt Tycd T -
FroCuemsal Earngasst Dt Figen I Cernplunt Cue T E
1 Fen oy i Sk ™ bl L, Sewch
ndent
Brafler Leved
S ———— I
$ i p § vt : (¥ ATTT=Y
& Exglrmion md € i : esplam] Trpse 8 ot Dk 8 eplasn] it
L]
Peaity PE1AGM00] [T A AR 14 b EBZH - VB
Pin-Pciing [ T [T LRT-1 T IR B - ke
Rl ac @ FE100000 oG TRRT0M g - Vas
Privhudn Complast
Figure 3.2.1-1 Product Complaints
STEP 1

Click on ‘Inventory menu’ and click on ‘Store Inventory’ Sub-Menu

STEP 2

Click on ‘Product Complaints’

STEP 3

Click on the E] button to record new complaints

PRODUCT COMPLAINTS

Catalogue Item ®ves O No Complaint Status |‘Open ]
Unit Name STOR FARMASI Created By e - |
Drug | Non Drug

A- PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

TO BE COMPLETED BY PHARMACIST

Figure 3.2.1-2 New Drug Product Complaints — Catalogue ltem
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e Product Complaints screen will be displayed in Figure 3.2.1-2

o Default language is English; however, it is changeable to Malay language by clicking on the

Malay button.

e The Catalogue Item radio button is default to ‘Yes’. Change to ‘No’ if the Product Complaints item is not a

catalogue item from the facility.

e Complaints on Drug and Non Drug item will have a different type of form. Select Non Drug tab if would like to

lodge a Product Complaints on a Non Drug Item.

¢ These are the three (3) sections in a New Product Complaints form required to be filled:

A. Product Particulars
B. Full Complaints Details
C. Complainant Particulars

eThe sections can be maximized or minimized by clicking on the Header.

Shatay tmuuh{ax

C ataloagues Huew o e e Commplasnt Stabn gy
Linit Kawma STOR FARMAS Craated By e
Drug | hon Dnag

A PRODUCT PR T FOUNLARS

(&)

M of Prodiet O Labwl 2 5L by 1 2emmicl Calesumn Diabyt Complaet Mo

Prosiuct Coxle 03 3062 06 5004 Type of Supply -
Riegeibr it Moy WAL | AFPL Produet

Blaich Mo 123 2ges 2 ® Cariral Coriract

Ml e Surwy Dl A0S Lecal Puse hais
Esgary Cune TSNDI0NE Oy, paaaces ooy

B PURL OOMPTAINT D8 TARLS

C- DOMPLATRANT PARTICULARS

TN WL COMPE T WY PHUARBACTST

Figure 3.2.1-3 Product Particulars

STEP 4

Click on the Name of Product On Label i' button and ‘Search Item Description’ window will be displayed as

Figure 3.2.1-4

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E
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Saarch Heem Description x

P Darsc nplon Bem Code

Hisimi D secripthon B Hisimi Cicsde
A Salcyhe BP 0 302 (GENERIC)
Areifiarang Lobon 001% 01 oM e D4 HOE
Aerflgani Liotkan 01% .00 04 TERAPUTICS
Alcohol S6% W 01002004 MO BRAND
o AR LD IGENERIC)
A ool Caplorsipany! 0 DE21.01 P BRRAND
Al catad il 01 00202 B0 ECAND
Esrzalioonaum Chionde 0 02%
wity, Cotnrmede 2% wie & Ing | 01 000502 GRS
Crade 1% whw Cream
Bssrzalicnssm Chionde 0 00%
wetwi, Cofrimece 0 2% wiw £ Zinc | 0 0005 02 Bl BRARD

Ol 1P witar Craam

Banzalosnasm Chionds [ 02%
wihy, Catrrrade 0. 2% wie B Zne | 01 00502 DRAPOLEME
Cracks 1% wiw Cream

Figure 3.2.1-4 Search Item Description and/or Item Code
Note

Item Description and/or Item Code allows to do random search based on criteria entered regardless partially and/or
fully.

Click on the m button.

Type of Supply will be selected automatically based on the Name of Product on Label selected.
Product Code will be displayed automatically based on the Name of Product on Label selected.

STEP 5

F=

Click on the Batch No button and ‘Search Batch No’ window will be displayed as Figure 3.2.1-5

=earch Batch No x
Batch Mo Q, Search
1 /L
Batch No s |
| 12312gwe

Figure 3.2.1-5 Search Batch No
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Note
Only Batch No available in the user’s department will be displayed.

Batch No. allows to do random search based on criteria entered regardless partially and/or fully.

Q, Search

Click on the button.

Registration No. (MAL), Manufacturing Date and Expiry Date will be displayed automatically based on the Batch
No selected.

¢ | wey o (B @ x
[ atakragis am L I T Carmplaent St [
Lindt Py STOR FaRsas Craatadd By Do ot et
rug | on B
Bearr of Procict On Label 3 5L R 1 Hemmal Caloum Dy 20 Comgiart bo
Peocicd et 00 306 06 EEH Tpe of Supply *
Pl m Mo AL | APPL Product
B by 123 e & " * Cortral Cortract
Mol e tring Diske I00RT01E Lt sl Pusttase
Fager Cits AW P
UL COMPUARNT Do TAILS
- CCHMPATRANT PARTICLILARS
T i O T T P AT

Figure 3.2.1-6 Product Particulars
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PROUCT COMPLAINTS

L4 | My | Grgn | By [| @ | X |,
Catalisgue Bam ®yas o Carmplanl Siabas Le -1
Uit Mamsy STOR FARMASI Craated By - e -

B-FULL COMPLATNT DETAILS

A Complant Classifcation * E) Sarmphs of product eomplaent slehed * es Uik
Gty 1) Chraaisty subrimad{Ploase speciy} o’
@ o | E u) H rict phada SLte radscn
o Lkl ) Soragn condiion Good -Lesa than Temparature » °
P baprgy
O pladss spaec iy
1B) Complant Descrpion (Please provide bra! Unchear tabed
dscrpbon about the tomplant e
i) Exdert of Complant (quantiy/parcentags of producs 0%
wrettved iy Number of prodiucts mrvobved companedte. 1 e
by receed)
0 Fior complant regarding EFFICACY | plasss 8 in el sacbon
T Mumbae of patisrt{sfraning the problem W -
] Does the complaint happen after brand switching Wis = M
) H Yies, ploase stale tha brand{with regedralion no )
s bl

- DOEPLATHANT PARTICURLARS

Figure 3.2.1-7 Full Complaints Details

STEP 6
Select the Complaints Classification checkbox as appropriate and user can select more than one.
- Quality
- Efficacy
- Label
- Packaging
- Others
Note

If the user selects the Complaints Classification as Others, Please Specify Field will be displayed.

STEP 7
Enter Complaints Description

STEP 8
Enter Extent of Complaints (quantity/percentage of products involved compared to the quantity received)

Note
e If the Complaints Classification is selected as Efficacy, these fields will be enabled for the user to enter/select:
i. Number of Patient(s) having the problem.
ii. Does the Complaints happen after Brand switching?

e If ‘Yes’radio button is selected for ‘Does the Complaints happen after brand switching’, User has to state the iii)
brand (with Registration No.) used before.

STEP 9
Select from the Yes/No radio button for Sample of product Complaints attached

Note
e If ‘Yes’ radio button is selected, user has to state the i) Quantity submitted and the ii) Storage Condition.

e If ‘No’ radio button is selected, user has to state only the ii) Reason

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 11
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PRODUCT COMPLAINTS

® Y No Comglant Sats Dt
Uikt Marma STOR FARMAS Created By S —— i ——
Drug | Pon Dng

A PROGACT PARTTICLILARS

B-FULL COMPLATNT DETAILS

- COMEPLAIMANT PARTICULARS

Kame

SALINA JENAH .

— WARD % _

Phona T i Extansicn
Dot 1BES2015 Approved By

Signature & Chop Cried Prammaces’ Pramacst in
charge

T BE COMPLETED BY PHARMACIST

Figure 3.2.1-8 Complainant Particulars

STEP 10

Enter the Complainant’s Name, Workplace, Phone No, Phone Extension (if any)

Note

The date is defaulted to the current Date.

Catalogua Berm

® Yos o Complant Stats Cigas
Uik Marma

STOR FARMAS ———— — e
Drug | HonDng

A PROCAKCT PARTTICULARS
B-FULL COMPLAINT DETAILS

- COMPLAIMANT PARTICURLARS

T BE COMPLETED BY FHARMACIST

Figure 3.2.1-9 Save record

STEP 11

Click on the button to save the record

Note

After clicking on button , alert message will be displayed in Figure 3.2.1-10 and Figure 3.2.1-11

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 12
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CONFIRMATION

E:a CONFO002: Are you sure you want to save?
|f.

| Cancel || Yes || No |

Figure 3.2.1-10 Save Record

e Click on the button.

INFORMATION

4 % INFOO678: Record has been updated successfully
Lgi}

Figure 3.2.1-11 Message Information

e Click on the button.

e Complaints No will be automatically generated for future reference.

Character Description Value
1-2 Refer to complaint drug item | ‘PC’
34 Current Year in YY format 12

Starting from 000001. This
running number will be reset to
start from000001 at the beginning
of every calendar year.

5-10 Running No

Table 3.2.1-1

e Send for Investigation (2 invesiigaton | button will be enabled once user saves the Product Complaints record.

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 13
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12 13

i @] Masy  Engn (3 Send i ivestianon | @k CancetReuest | B || X |

Catabogue e * Yoo Camplard Stats O I
Uit Hama STOR FARMAS] Created By s —

Drug

Hame of Product On Labes 25 bag 1 Pmmed Caicium Dby 2| * Gompiant o PCAS00CA

Prodet Code 03062 06 530H Ty of Supgly

Fiagaarabon NogMAL) APPL Product

Baneh Ha 12125 al - # Conral Conract

Manfachurng Dale O40ME Loeal Purehase

Expiry Ciaas 2SS ORars, Pl Spaify

- CIMEPLAIMANT PARTICURLARS

T BE COMPLETED BY PHARMACIST

Figure 3.2.1-12 Send for Investigation

STEP 12
. ('8 send for Investigation . L

Click on the button to send the Product Complaints record to the DIS Pharmacy for Investigation
Note

. The Status of the Product Complaints record will be change to Investigation — Pending.

. DIS Pharmacist will receive the Investigation — Pending Product Complaints record in the Task List.
STEP 13
Click on the - * putton to close the Product Complaints screen

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 14
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3.2.2 Product Complaint Investigation

The pharmacist at store Pharmacy will receive notification for Investigation - Pending records to investigate
the validity of a Product Complaints.

Note

The Pharmacist will receive the ‘Investigation — Pending’ transaction in the Task List.

Dot/ T : Tank Status : ¥ rcem Undt/Digaar trmeont
Produst Complaint 15000002 DRSO | repaon. Pundey | WAD 12 —
Product Complart PC1500002) PATSTID | rvestigation - Pandey | WAD 12 p—
Product Complart PC15000004 TGS | pnstguaon - Pendng | WAD 12 — -
Product Complart PC500000¢ FOUZEOLST | poestgation - Punding | UNIT FARMASI KUNIKPAKAR | S e A
Product Complant PC 15000008 LS 06T | rnvestiguton - Pendg | STOR FARMAS! —p—
Product Complant PC15000027 YOOLZOIE0IET | investiguacn - Pandry STOR FARMAS! ———
RCL Transacson hpe RC15000016 WOSZOIE O3S | panding for Approval STOR FARMAS! oo — e
Sow Moving e SAM1L000001 SRS 0N pengeg For Aoproal | STOR FARMASS ——— s
Product Complart PC 15000029 @ 1SS0S TS0 ivestgaton - Pendey | STOR FARMAS! ———

Figure 3.2.2-1 Task List

STEP 1

Click on the Transaction No. hyperlink and the Product Complaints screen will be displayed as shown in the Figure
3.2.2-1

Note

The pharmacist is also able to refer to section 3.1. Product Complaints Listing Page to search for the ‘Investigation -
Pending’ Product Complaints record.

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 15
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=

PRODUCT COMPLAINTS

R May  Eegn | B | X
Catalogue kem LR ™ Complant Status st - Valad
Uinit Hama STOR FARMAS] Created By S —— — ——

B-FULL COMPLATNT DETAILS

C- COMPLAIMANT PARTICULARS

T BE COMPLETED BY PHARMACIST

inkornal investigation Findings

Hame Moamad Aztar bin Batauddin Ciate 1R0G0E iy
Complaid Vals? Yo' Na ¢

uarantne Requesd? IR O] Remarks

Figure 3.2.2-2 Product Complaints

Note

These four (4) panels can be maximized / minimized in the Investigation - Pending Product Complaints form :
- Product Particulars

- Full Complaints Details

- Complainant Particulars

- To Be Completed by Pharmacist

DIS pharmacist needs to fill in the To Be Completed by Pharmacist section as shown in

Figure 3.2.2-3.
. -
EA) wany Eon (B | x |
Catalogue em LTI Complant Stats reopabgated - Mk
Ui Narme TR FARMASI Croaind Biy R —

A- PRINMICT PARTICLILARS
B-FULL COMPLATNT DETAILS

Interraal ivestgalecn Fndngs @’" .

M Mo Azhar ben Bakaudsn Data IS0ECINE i
Coarmplant WVilkd? @o Yos_Ho *
Cuaraning Ragueed? * Yy Mﬁ@ Ramaris

Figure 3.2.2-3 Investigation — Valid Product Complaints record

STEP 2

Enter Internal Investigation Findings

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 16
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STEP 3

Select from the ‘Yes'’ radio button for Complaints Valid?

Note

If ‘Yes’ is selected, Quarantine Required? ‘Yes’ or ‘No’ radio button will be enabled.

STEP 4
Select from the ‘Yes’ or ‘No’ for Quarantine Required? radio button
Note
o [If‘Yes’ is selected, this Product Complaints No will be available in the Quarantine Module.

e If ‘No’ is selected, this Product Complaints No will not be available in the Quarantine Module.

STEP 5

Enter Remarks if applicable

STEP 6
Click on the Save =N button to save the record
Note

After clicking on button, alert message will be displayed as per Figure 3.2.2-4 & Figure 3.2.2-5.

CONFIRMATION
@I CONFD001: Data have been modified. Save Changes?
._.-/.

| Cancel || Yes || Mo ‘

Figure 3.2.2-4 Confirmation message

e Click on the button to confirm save.

INFORMATION

ia_ | INFOD678: Record has been updated successfully
-

Figure 3.2.2-5 Message Information

e Click on the button.

e The Status of the Product Complaints record will be changed to Investigated - Valid

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 17
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| i | & | Moty | Erglah | B || %
Catalogue Bem ® vas | Mo Complant Status rrvaitgabicd - Ik
Uit Mama STOR FARMAS! Created By ——— —

[B-FULL COMPLATNT DETAILS

C- COMPLAINANT PARTICOURLARS

T BE DOMPLETED BY PHARMACIST

inlesmal Invvestigabion Findingss

Hame Kamaiiah Wd Saman [iate 16062015
e (D) omen =0, -
o @

Figure 3.2.2-6 Internal Investigation Findings

STEP 7
Enter Internal Investigation Findings and select the ‘No’ radio button for ‘Complaints Valid?’

Note

e [f‘No’is selected, Reason field will be enabled

e [f'No’ is selected, Quarantine Required? ‘Yes’ or ‘No’ radio button will not be enabled.

STEP 8

Enter Reason

STEP 9

Enter Remarks if required

STEP 10

Click on the Save button to save the record

Note

After clicking on button, alert message will be displayed as per Figure 3.2.2-7 & Figure 3.2.2-8.
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CONFIRMATION
f:i CONF0001: Data have been modified. Save Changes?
4

| Cancel || Yes || No |

Figure 3.2.2-7 Save Record

e Click on the button to confirm save.

INFORMATION

@ INFOO0G78: Record has been updated successfully
A

Figure 3.2.2-8 Message Information

e Click on the button.

e The status of the Product Complaints record will be changed to Investigated — Invalid.
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3.2.3 Product Complaints — Non Drug
To create a new Non Drug Product Complaints — Catalogue Item, perform the steps below:

Note

Catalogue Items are items that are available in the facility’s Unit Catalogue. Pharmacist at the Pharmacy Store will
then decide the Complaints’ validity.

M PHARMACY INFORMATION SYSTEM

_ FOEFTTAL FASAS SN TAAH TATIHAK, MIBAS Chidgs Piddwond Lagot

[ = B Home | Prodect Complumty -

B o PROMEACT COMPLAMTS
Patsr Blansgamssat

2 e =
J {nder Wy
Complar bk # Soempngend Topd - v
d Fi

Fros uramasni Compdnart Date Froem Ceergimnl Do T

O Sore Wweflony - — m
Ssplan Sl L
inedert - M

O Bafler Lén
Muneraate

Cammplain Dale

Enpmraten devd Comvbiimes

nvee
PreagiTy PL1E00M00 [= k-] 104 it ated - vk
Fre Paciung

P E300082 [+ 1T LA R T -
P O 1 Tl
‘ PCS30a0001 DRG ERL o ] W R -
Picsdedd T

Figure 3.2.3-1 Create New Product Complaints

STEP 1

Click on ‘Inventory’ menu and click on ‘Store Inventory’ Sub-Menu

STEP 2

Click on ‘Product Complaints’

STEP 3

Click on the [E button

Note

Product Complaints screen will be displayed in Figure 3.2.3-2
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PRODUCT COMPLAINTS

Malay  English @ @ E‘

Catalogue ltem ® ves U No Complaint Status [Open |

Unit Name | STOR FARMASI | Created By -———— ———

Drug Non Drug
A- PRODUCT PARTICULARS

B. PROBLEM DESCRIPTION

C. CONSEQUENCES AND HISTORY OF PROBLEM

D. REPORTER IDENTIFICATION

TO BE COMPLETED BY PHARMACIST

Figure 3.2.3-2 New Non Drug Product Complaints — Catalogue Item

Note

Default language is English; however, it is changeable to Malay language by clicking on the Malay button.

e The Catalogue Item radio button is default to ‘Yes’. Change to ‘No’ if the Product Complaints item is not a
catalogue item from the facility.

eComplaints on Drug and Non Drug item will have a different type of form. Select Non Drug tab if would like to
lodge a Product Complaints on a Non Drug Item.

eThese four (4) panels in a New Product Complaints form are required to be filled:
l. Product Particulars
Il. Problem Description
Il. Consequences and History of Problem
V. Reporter Identification

eThe sections can be maximized or minimized by clicking on its Header

PRODUCT COMPLAINTS

i | Mairy Ergmh | B | @ || X .
ICIII.IIWHM- LRI Complant Stabus Cipan
Lt biarma STOR FARMAS Created B -——— = ——

A PRROCAACT §MF DA T 10N

1. Product Typaitgphe atoniag Unnay cafebe) Catater o x] * Corpinrt bo

2 Beard Trach B ancd Wkl Mt WO BRAND 6 Wurulitew's farme e o

¥ e Dwacrpbaon Cattator Fobey 3 Way Balon 52w o T Suppler’s mame. addren ard Mbaptore

i Sepral B il of W 1-[}."::!5-]. Bl " B Mas P s s basn sl LTS ™Y @
£ Ciate of marudachee NS "“'“’_'-f“"‘“‘""?"’*‘m"" v e

Dl ol o Pl e L

(Diatie oof gy e B e

G Regedraton Wo (f sy

B PROLL M D8 SCREPT POM

- COMSECAR NCES AND HESTORY OF PROBLER

[ R POREEL R DO NTIFICARION

TiH B COMPLETED Y PHARMACEST

Figure 3.2.3-3 Product Particulars
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STEP 4

Enter the Product Type/Application (e.g. Urinary catheter)

STEP 5
Enter Item Description

Note
o System will display as Figure 3.2.3-4.

Search Item Description

Item Description
1 /1
item Description

Catheter Foley 2 Way Ballon Sze 10 Fg 5¢c
Catheter Foley 2 Way Ballon Sze 16 Fg 30cc
Catheter Foley 2 Way Ballon Size 18 Fg 30cc
Catheter Foley 2 Way Balion Sze 20 Fg 30cc
Catheter Foley 2 Way Ballon Sze 22 Fg 30cc
Catheter Foley 2 Way Balion Size 8 Fg 5cc

| Catheter Foley 2 Way Ballon Size 8 Fg.5¢c

10cc

10cc

10¢cc

Catheter Foley 2 Way Balloon Size 14 Fg: S5¢cc -

Catheter Foley 2 Way Balloon Size 14 Fg: 5¢cc -

Catheter Foley 2 Way Basioon Size 14 Fg: 5¢c -

item Code

item Code B

B81200070008.00
B81200160005.00
25040307

81200150007.00
B81200070013.00
81200070009.00
B81200070002.00

25.0403.01

25.0403.01

25.0403.01

Brand Name <

NO BRAND
NO BRAND
NO BRAND
NO BRAND
NO BRAND
NO BRAND
NO BRAND

IDEALCARE

NO BRAND

NO BRAND

X

[1-10/10)

Figure 3.2.3-4 Search Item Description and/or Item Code

o Enter a partially or fully search criteria of Item Description and/or Iltem Code and click the ERNN
e Click on the button to close the Search Item Code text box.

STEP 6
Select the Serial/Batch/Lot Number

Note
e System will display as Figure 3.2.3-5.

Search Batch No

Batch No

Batch No

1422863

Figure 3.2.3-5 Search Batch No.

button.
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e Only available Batch No in the unit will be listed in the Batch No list.

Click on the IZI button to close the Search Batch No text box.

Date of Manufacture, Date of Purchase and Date of Expiry will be displayed automatically based on the
Serial/Batch/Lot Number selected.

STEP 7

Select the button for question 8 & 9

STEP 8
Enter the Problem Description

. wey oo (B ][@] x
Cistabongpes ham v e Cormplard Statn Cipan
Linat Marea ST0R FARRMAS Crabes By

o PROTLICT TMFORMAT I8

- PROE N DESCRIFTION

Fr s

- OO (RN NI S AND HESTORY O PFROBLIM

- REPORTER DDENTIFICATION

10 BE OOMPLETED BY PHARMACIST

Figure 3.2.3-6 Problem Description

STEP 9
Enter the Consequences and History of Problem

2]
L way Egen (B | @ | x
Catalogue Bem ®vas Me Complanr Status g

Uikt Marmay STOR FARMASS Craated By —— — —

Drug | Mon Drug

A PRIGARCT INFORMATION

[B- PROGLEM DESCRIFTION

- DOMSEQUENCES AND HISTORY (F PROBLEM

Consaguances. and Fesiory of probism @

IO+ REPORTER IDENTIFICATION

T BE DOMPLETED BY PHARMACIST

Figure 3.2.3-7 Consequences and history of the problem
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Note
e The status of the Product Complaints record will be changed to Investigation — Pending.

e DIS Pharmacist will receive the Investigation — Pending Product Complaints record in the Task List.

Note
After clicking on button, alert message will be displayed as per Figure 3.2.3-8 & Figure 3.2.3-9.

CONFIRMATION

.»E:?I CONFD002: Are you sure you want to save?
e

| Cancel || Yes || No |

Figure 3.2.3-8 Save Record

e Click on the button to confirm save.

INFORMATION
6‘ INFO0679: Record has been saved successfully
y

Figure 3.2.3-9 Message Information

e Click on the button.

e Complaints No will be generated automatically for future reference.

 investgation | 1) 1416 will be enabled when button is clicked.
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(Ph[S
Investigation

The pharmacist at Pharmacy Store will receive notification for Investigation - Pending records to
investigate the validity of the Product Complaints

3.24

Note
The Pharmacist will receive the ‘Investigation — Pending’ transaction in the Task List.

TASK LIST

y /3 [21-29/29]
I ramsaction No. Date/Thene Task Status From Unit'Depactment From User
Product Complant PC1E000022 220"@2:‘5 o3ts Invesbgaton - Pending WAD 12 I -
Prodoc Conglain R YRS | uponpn - Panteg | WA 12 —_— "
Product Complart PC1E000024 VTRUNE044B | qasgation - Pendng | WAD 12 — .
Product Complaint PC 150000 "7':‘“1.{;5 457 | pvestgaton - Pendeg | UNIT FARMASI KUNIK PAKAR | I -
Prodct Complart PC5000026 OUZNE0T | pnpsngation - Perdng | STOR FARMAS! e .
Prodct Complaet PCA5000027 30':4-?&':!5 P95 | ivessgaton - Pendeg | STOR FARMAS! — .
RCL Transaction hype RC1£000018 WOSZS0058 | pandng for Approval | STOR FARMASH - -
Stow Moving llem SM1£000001 ’5":’5"32;5 00 | pegngForApgroval | STOR FARMAS! — -
Product Complaint PC15000009 @ 1SN 062  ivestgation - Pendng | STOR FARMAS! e
Figure 3.2.4-1 Task List
STEP 1

Click on the Transaction No. hyperlink and the Product Complaints screen will be displayed as shown in the Figure
3.2.4-1

Note

The pharmacist is also able to refer to section 3.1.Product Complaints Listing Page to search for the ‘Investigation -
Pending’ Product Complaints record.

PRODUCT COMPLAINT S

N Matry | Engmah | [ || X |
Catalogue Bem Yl Mo Complard Slats rveabaation - Pendrg
STOR FARMAS] Created By S —— . —

g
1

A, PHOMMBCT INFORMATTON

B- PROBLEM DESCRIFTION

C- COMSEQUENCES AND HISTORY OF PROBLEM

[+ REPORTER IDENTIFICATION

T BE COMPLETED BY PHARMACIST

Figure 3.2.4-2 Investigation — Pending Product Complaints record

Note
e These five (5) panels can be maximized / minimized by clicking on its Header in the Investigation - Pending
Product Complaints form:
i. Product Particulars
il Problem Description
Consequences and History of Problem
Reporter Identification
To be Completed by Pharmacist
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e DIS pharmacist needs to fill in the ‘To Be Completed by Pharmacist’ section as shown in

Figure 3.2.4-3.

:_I._E_ m&wﬂx
Catalisgua Bam Yo Mo Cormplanl Slats i abisd -\ aluj

Unit Namay STOR FARMASI Croted By e —— —

A PRAONDARCT INFORMATTON

B PROELEM DESCRIFTION

- DOMESEQUENCES AND HISTORY (8 PFROBLEM

[ REPORTER TDENTIFICATION

TO BE COMPLETED BY PHARMACIST

inliemal Invgsiigabeon Fandings @

Mok Azhar ben Baluuddn [late IB0S20E I

- @

Figure 3.2.4-3 Investigation — Valid Product Complaints record

STEP 2
Enter Internal Investigation Findings

STEP 3
Select from the ‘Yes’ radio button for Complaint Valid?

Note
If ‘Yes’ is selected, Quarantine Required? ‘Yes’ or ‘No’ radio button will be enabled.

Select from the ‘Yes’ or ‘No’ for Quarantine Required? radio button

Note
o If "Yes’is selected, this Product Complaints No will be available in the Quarantine Module.

e If ‘No’ is selected, this Product Complaints No will not be available in the Quarantine Module.

STEP 4
Enter Remarks if applicable

STEP 5
Click on the Save button to save the record

Note
After save record, alert message will be displayed as per Figure 3.2.4-4 & Figure 3.2.4-5.

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 26




PhIS & CPS Project mls
User Manual — Pharmacy Inventory (Product Complaints)

CONFIRMATION

;g:? CONF0001: Data have been modified. Save Changes?

| Cancel || Yes || No |

Figure 3.2.4-4 Save Record

e Click on the button to confirm save.

INFORMATION

INFOCI&?B Record has been updated successfully

._.-

Figure 3.2.4-5 Message Information

e Click on the button.

e The Status of the Product Complaints record will be changed to Investigated — Valid.

Maliy  Engish E |x
Catalagua Berm ® as Mo Carnplas Slatus il atind - Irreakd

Uit Namay STOR FARMAS Created By —— — —e

C- CONSEQUENDES AND HISTORY OF PROBLEM

- REPORTER TDENTIFICATION

T BE COMPLETED BY PHARMACIST

Wnirul v aban Fchigs
Bame Mokamad Azhar bin Bahauddn [tate 1R0S201E
Complaint Vald? @ Yor ®Ha * Reason
R
Figure 3.2.4-6 Investigation — Invalid Product Complaints record
STEP 6

Enter Internal Investigation Findings and select the ‘No’ radio button for Complaint Valid

Note
e [f‘No’ is selected, Reason field will be enabled.

o If‘No’ is selected, ‘Quarantine required?’ ‘Yes’ or ‘No’ radio button will not be enabled.
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STEP 7
Enter Reason

Enter Remarks if applicable

STEP 8
Click on the Save button to save the record

Note
The status of the Product Complaints record will be changed to Investigated — Invalid.
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3.3 Product Complaints Non Catalogue Item
Non Catalogue Items are items that are not available in the facility’s unit catalogue. Pharmacist at the
Pharmacy Store will then decide the Complaints’ validity but the Complaints will stop after the

investigation results by the DIS Pharmacy.

3.3.1 Product Complaints — Drug
To create a new Drug Product Complaints — Non Catalogue item, perform the steps below:

User Manual — Pharmacy Inventory (Product Complaints) mls

B
B Home
Patieni Management

{05
Frocurement
Secatn brmoonilory
Incheerid
Buter Lavell
Dissenirsli
Expiraticn and Condems
Issua
Panalty
Propacking
Product L
Product Complaists
‘Csaranting
Racall Prosiact
Rotification
Rizirhei By

@ PHARMACY INFORMATION SYSTEM

_ HOSPITAL PAKAR SULTARAH FATTMAN, MUKE Logaut  EA

A @ Heme | Prodecd Complaints -

FHODUCT COMPLABTS
o

Complaing Mo

PO E000026
PCIE0000RT
PCIE00002E
PCIE000025
PCIE000024
PCE000023
PCIE00002

CRUG
DRUG
DRUG
DRUG
CRUG
CRUG
DRUG

Complaim Type B Coamiplaini Dt

1505015
MYOA0IE
000G
ITHARANS
TG
Fa i tril
prlirlt]

[1-10/2]

Complaint Sistus

Irrentgated - Viald
Invesigated - Vb
Imasbgated - Vakd
retritgaend - Vabd
Irrentgated - Vialid
et - Vb
Imustgated - Il W

STEP 1

Figure 3.3.1-1 Product Complaints Listing Page

Click on ‘Inventory’ menu and click on ‘Store Inventory’ Sub-Menu

STEP 2

Click on ‘Product Complaints’

STEP 3

Click on the E button

Note

Product Complaints screen will be displayed in Figure 3.3.1-2

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E

Page 29




PhIS & CPS Project
User Manual — Pharmacy Inventory (Product Complaints)

N Uawy B | D)@ )| X |
Catalogue Berm s % b Complanr Slatus Cigsany
Uit Narra STOR FARMASI Created By Wichamad Azhar bin Bahawddin

A PROCUCT PARTICLILARS
B-FULL COMPLATNT DETAILS

- COMEPLAIMANT PARTICURLARS

T BE OOMPLETED BY PHARMACIST

Figure 3.3.1-2 New Drug Product Complaints — Catalogue ltem

e Default language is English; however, it is changeable to Malay language by clicking on the button.

e The Catalogue Item radio button is default to ‘Yes’. Change to ‘No’ as the Product Complaints item is not a
catalogue item for the facility.

After ‘No’ is selected for the Catalogue Item radio button, the Non Drug tab will be removed from the Product
Complaints form.

These four (4) in a New Product Complaints form are required to be filled:
l. Product Particulars
Il. Full Complaints Details
Il. Complainant Particulars

V. To Be Completed By Pharmacist

The sections can be maximized or minimized by clicking on its Header.

i wey wee (B0 x

lfmm Vo W My Compient Sisa O
Lirut Mawrras STOR FARMAS Craated By Mohurmad b b Babaudsn

A& PROCAKT PAHT IOUILARS

‘

of Prodiuct Cn Labed A : Comgiant b
Froda Cose BA : Firpe of Supply
Elagndrghon Moy MAL | @ AFFY Procist
Btk b AT : Caartral Carmraet
b Dt - Lical Purthune
Expry Date i M, it i

PR OSSP AN IO TAILS

I DR ATSANT AT PO ARS:

1O COWEPLE TR D BY PROAEACTS T

Figure 3.3.1-3 Non Catalogue - Drug Product Complaints — Product Particulars
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STEP 4

e Enter the Name of Product on Label
e Enter the Product Code
e Enter the Registration No (MAL)

e Enter the Batch No

-~

e Select Manufacturing Date from the " icon

e

e Select Expiry Date fromthe ~ icon

e Select Type of Supply from the radio button
- APPL Product
- Central Contract
- Local Purchase
- Others, please specify

Note

If ‘Others’ radio button is selected, Please Specify field will be enabled for the user to enter.

! May Engen B Q| X
Catalogue Rem Yor ® No Compiant Rt gen
Lt K STOR FARMAS Crastas B, t-—_— = —

A PROOUCT PARTIOUAAG

B FULL COMPLAINT DETARLS

A) Comptart Cadeston  * £) Sarvpile of produxct complant atached Vel iNe ¢
Custey ) Dttty B aemmedTanss spesty) 0
v Efeacy *) ¥ ot please state reason
¥ Labed ) Storage condbon Good Less ton Temperstas v
Packayrg
Ctheny ploane wecdy

1) Comptant Deac rgton (Please trowts trel »a
SO rERON J0OL T Complart ase )
C) Extert of Complant (Quartty pertentage of grodxts

VIR0 0 NUTENE Of GROCUCTS Pvorved Comparea 10 TN

P e e ad]

0) Fov comgiuet regaedog EEEICACY  phusse M o Sun sarton

) Nt o () P ) E ks »
o) Doms P complanrt hagpen sfer Lrand saiicheg Yos ® No

w) 1 Yeu plesne stale P Drandd wilh regal son ro )

v tefore

C COMPLAINANT PARTICULARS
TO B COMMLETE D BY PHAMMACEST

Figure 3.3.1-4 Full Complaints Details

STEP 5

Select A) Complaint Classification from the options in checkbox
e Quality

o Efficacy

e Label

e Packaging

e Others

U.MANUAL_INV_PRODUCT COMPLAINTS-6" E Page 31




PhIS & CPS Project mls
User Manual — Pharmacy Inventory (Product Complaints)

Ay e b Mieae

Note
If Complaints Classification is selected as Others, Please Specify Field will be displayed.

STEP 6
Enter description for B) Complaint Description

STEP 7
Enter C) Extent of Complaint (quantity/percentage of products involved compared to the quantity received)

Note
¢ If the Complaints Classification is selected as Efficacy, these fields will be enabled for the user to enter/select:
i. Number of Patient(s) having the problem.
ii. Does the Complaints happen after Brand switching

e If ‘Yes’ radio button is selected for ‘Does the Complaints happen after brand switching’, User has to state the iii)
brand (with Registration No.) used before.

STEP 8
Select from the Yes/No radio button for €) Sample of product Complaint attached

Note

If “Yes’ radio button is selected, User has to state the i) Quantity submitted and the ii) Storage Condition.

[ )
e If ‘No’ radio button is selected, the user has to state only the ii) Reason

FRODUCT OOMPLANTS

 alaboxpuse erm Yies i Ciorpiart Haba g

Lt Mama STOR FARMAS Crated By S ——

BFLRL ODMPLAINT CHETAILS

- COPLATRAMT PARTICLILARS

biwra SA B ERAH
R @ Wk 11

] WESITI - E-strecm

[t 100G Appened By

Sgrabure £ Thop CFee? Pharnacad PMharmacst ©
thirE

Figure 3.3.1-5 Complainant Particulars

STEP 9
Enter the Complainant’s Name, Workplace, Phone No, Phone Extension (if any)

Note
The date is defaulted to the system date.

STEP 10 -
Click on the Save La_| button to save the record

Note

e After clicking on Lﬂ_’ button, alert message will be displayed in Figure 3.3.1-6 and Figure 3.3.1-7
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CONFIRMATION

= CONFO002: Are you sure you want to save?

\ Cancel Yes Mo

Figure 3.3.1-6 Save Record

e Click on the button.

INFORMATION

@ INFO0679: Record has been saved successfully
-~

OK

=l
Figure 3.3.1-7 Message Information

e Click on the button.

Complaints No will be generated automatically for future reference.

(3 wvestgano button will be enabled when Product Complaints record is saved

My Engish S Send o invessgaton (G Canosl Faeguest n-N
Catalogue Bem Yau ® po Cormgiart Satm Cipea
Lirst harme STOR FARAS

Crnated By

B-FURLL COMPMLAINT DETAILS

- DO AIMANT PAR TIOUALARS

T COSPLE TEDY T PRARBLACTST

Figure 3.3.1-8 Send for Investigation
STEP 11

Click on the (@ amaty ey button to send the Product Complaints record to the DIS Pharmacy for Investigation
Note

The status of the Product Complaints record will be changed to Investigation — Pending

e Click on the [L button to close the Product Complaints screen
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3.3.2 Product Complaint Investigation
Pharmacist in charge will receive notification for Investigation - Pending records to investigate the
validity of the Product Complaints

Note
The Pharmacist will receive the ‘Investigation — Pending’ transaction in the Task List.

Trassaction Mo = = Task Stwius 2 From UnitDepartment = From Uiser

Product Complaint PRS00 :zm-:-g-:.sna = Irevestigation - [Pendng Wl 12 S - ———
Product Complant PCIS000023 TATIS IO | pvessgation - Pending | WAD 12 R —
Produet Complaict PCIG000024 HBACEOEAS | sigation - Pending | WAD 12 » '
Proshet Comngsliend PCIS00000S JT‘M?EU?DE 2 I Bgaian - Pl UBIT FARMASI KLINIE PAKAR

LR I -
Pkt Cermplact PCIS000025 WDAZRIE 0513 | b wstigation - Perding | STOR FARMASI
Procuct Complart PC15000007 WOATNE OIS o wangation - Pending | STOR FARMASI —
RiCL Tearsamton type RC1S0000HE MRSTRIS 358 | poeding for Approval STOR FARMASI |— :
S Mg e SM15000001 1S0SEE 1002 | et Fer ggeoval | STOR FARMAS! e -
Frocuct Somplart P 5000030 ISISEECT | gstigation - Pondeng | STOR FARMAS! S S

Figure 3.3.2-1 Task List

STEP 1

Click on the Transaction No. hyperlink and the Product Complaints screen will be displayed as shown in the Figure
3.3.2-2

Note

The pharmacist is also able to refer to section 3.1. Product Complaints Listing Page to search for the ‘Investigation -
Pending’ Product Complaints record.

PRODUCT COMPLAINTS

_I_.E_ Muyy Engah B || X |
Catalogue Bem Yo ™ Mo Complanl Status rrvpitigation - Pandng
Wikt Moy STOR FARMASI Cralnd By S — -

A PRODUCT PARTICULARS

Figure 3.3.2-2 Investigation — Pending Product Complaints record
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e These four (4) panels can be maximized / minimized in the Investigation - Pending Product Complaints form;
I.  Product Particulars
II.  Full Complaints Details

lll.  Complainant Particulars
IV. To Be Completed by Pharmacist

e DIS pharmacist needs to fill in the ‘To Be Completed by Pharmacist’ section as shown in Figure 3.3.2-3.

Mﬂrmﬂx_

Catalogus Bem Yo ¥ Mo Complant Status rrombgatic - Wl

Unit Name STOR FARMAS! Cruated By o eET e

A- PRODUCT PARTICULARS

TO RE COMPLETED BY PHARMACIST

R Mok At ben Babuuddn ] 15062015
Complaint Valsr? @ = Yo' Ha "

Figure 3.3.2-3 Investigation — Valid Product Complaints record
STEP 2
Enter Internal Investigation Findings

STEP 3
Select ‘Yes’ from the radio button for Complaint Valid?

STEP 4
Enter Remarks if applicable

STEP 5
Click on the Save button to save the record

Note
After save record, alert message will be displayed as per Figure 3.3.2-4 & Figure 3.3.2-5.

T TR T B =T W

CONFIRMATION

= COMFO001: Data have been modified. Save
g Changes?

| Cancel || es || Mo |

Figure 3.3.2-4 Save Record

e Click on the button to confirm save.
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INFORMATION

@ . INFOO678: Record has been updated
' successfully

Figure 3.3.2-5 Message Information
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4 Acronyms

Abbreviation Definition

PhIS Pharmacy Information System
CPS Clinical Pharmacy System
MOH Ministry Of Health

HQ Headquarters

UOM Unit Of Measure

SKU Store Keeping Unit

PKU Packaging Keeping Unit

RFQ Request for Quotation
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(Ph[B

5.0 Links to Inventory Modules
No Module PDF Links | No Module PDF Links
1 | Finance Click Here 15 | Internal Indent Click Here
2 | Procurement Standard APPL Click Here 16 | Issue Click Here
3 | Procurement standard LP Click Here 17 | Receive From Supplier | Click Here
4 | Procurement Standard Contract Click Here 18 | Receive Inter Facility Click Here
5 | Procurement Standard Quotation | Click Here 19 | Receive Intra Facility Click Here
6 | Procurement Standard (RFQ) Click Here 20 | Return to Supplier Click Here
7 | Procurement Non Standard Click Here 21 | Return to Supplying Click Here
(Requisition Order) Unit
8 | Quarantine Click Here 22 | Slow Moving Click Here
9 | Product Complaint Click Here 23 | Stock Taking And Click Here
Verification
10 | Recalculate Buffer Level Click Here 24 | Stock Transfer Click Here
11 | Expiration And Condemn Click Here 25 | Year End Click Here
12 | Recall Product Click Here 26 | Penalty Click Here
13 | Payment Click Here 27 | IWP Budget Click Here
14 | External Indent Click Here 28 | IWP Order Click Here

Authorization
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