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1.0 Introduction

1.1 Overview of PhIS

Pharmacy Information System or better known as PhlIS, is a complete and comprehensive system that
integrates pharmacy related services that geared toward pharmacy excellence. PhIS 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:

Order Management
Inpatient Pharmacy
Outpatient Pharmacy
Medication Counselling
Ward Pharmacy

Pharmacy Inventory

N o o s~ wDdh P

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 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

U 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

System Automatic

Automatically

Export Report From PDF
(= Export to Excel file to Excel file o< | OK Button
Yes Yes Button No Button
Radio Button ol Checkbox

Generate Record No.

Display/Retrieve Box

Reset Login Screen

Show Help

=l Home Display Home Tab Search Record
@ Cancel | A Dropdown Box
(2) 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 ltem
This function is used to create new product complaints that are listed in the drug catalogue item
e Product Complaints Non Catalogue ltem
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-v1.5 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:
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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

Q_ Search

Click on the 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 ltem ® Yes' 'No ‘Complaint Status ‘ Investigated - Valid |
Unit Name Farmasi Bekalan Wad (FBW) \ Created By n N R—
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 ~
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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
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Rl ac @ FE100000 oG TRRT0M g - Vas
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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 [I] button to record new complaints

PRODUCT COMPLAINTS

[~

o oo B0 ] x|

Catalogue ltem ®vesONo Complaint Status |‘Open \
Unit Name STOR FARMASI Created By - —— - |
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.

e 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.

[PRODIRCT COMPLAMT S

©aaliaiad hiwm = ves U Na Complast St Cipan
1Lbruit g STOR Fafas Craated Dy -——— - -
Drug | hen Oneg
A PRODAUCT PARTICLRLARS
M of Product O Labed o 5L by 1 25emmil Calemarn Diaibys Comglaet Mo
Peaiuct Colé 103 3052 05 530H Typ of Suppdy
Ryt M WAL | APPL Produt
Bakh No 1T Haqew a - ® Cortral Cortract
Rl a8 sy Dl M0L0NE Leesl Pureharie
Exgery Duté ISA BP0 o phaane specdy
B COMPLAINT DUTAILS
C- COMIPFLATRANT PARTIOURLARS
TEk Bl COMPRELTED Y FIARBACTST

Figure 3.2.1-3 Product Particulars

STEP 4

Click on the Name of Product On Label il button and ‘Search Item Description’ window will be displayed as
Figure 3.2.1-4

U.MANUAL_INV_PRODUCT COMPLAINTS-v1.5 Page 8
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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

o~

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

=earch Batch No X
s ==
1 [1
| Batch No s |
12312gwe

Figure 3.2.1-5 Search Batch No
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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.

I Jd
T stabiapust hem
Lt Py

Orug | hon Onag

Baar of Prociuct O Label
Prohuet Cocle

Bt mee hioa WAL |
Bl s by
Manfacturng st
Espery Dt

BFURLL OOMPFLAINT DETAILS

- DCPLATRANT PARTICULARS

T COMPTE T BY Paislal s

A PROCHACT PARTICLEARS

- oo (B ][ @ ] x
Ve N

STOR FARMAS

2 5L e 1 el Calonses, Dy Complart Mo

0 06T O BX0H Tpe of Supphy
APPL Produt

123 Igun @ ® Cantral Contrat

i T b Lexal Purtae

TS0

Figure 3.2.1-6 Product Particulars
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Lf] Moy || Eon | By || @ || X |,
Catalisgue Bam ®yas o Carmplanl Siabas Le -1
Uirt Masy STOR FARMASI Cruated By - —— - -
Drug | Mon Ong
B-FULL DOMPLAINT DETAILS
Ay Complant Oassificabon E) Sarvpha of product complient attacihd My " e
Chuslity 1) Gty wabrmimed| Floase spacty) mne
o | E u) H rict phada SLte radscn
o] Ll ) Sorage condition Good ALess than Temparatrs »  °
Packagrg
thwrs phiass speciy
1B} Complant Description {Please provide braf Unclear label
dascrpbon about the tomplend nua)
i Extirt of Complaint (quantiSy'pecentags of products 0%
invnived g Number of producty vohed comparedta. | e
by recaed)
10 For complant regaeding EFFICACY | plaasa 1 in this saction
il Mumbser of patient]s Faning the problem w -
] Does the complaint happen after brand switching Wis = M
) 1 Yees, pleaese stale the branc{with regatration no |
s bl
L
- COMPLAIMANT PARTIOURLARS

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-v1.5 Page
11
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L v e (B @] x
Catalogue Berm s e Camplanr Siatus g
Uikt Marma STOR FARMAS Created By S A A——
Drug | bon D

A PROGACT PARTTICLILARS

B-FULL COMPLATNT DETAILS

- COMEPLAIMANT PARTICULARS

Kame

SALINA JEHIAH '

— WARD S _

Phana SO Exenseon
Cain 1GQRRA0N Apperreed 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 s o Complan Slatus Cigsi
Uit Mamay STOR FARMASS Craatnd By e e
Drug | Pon Dng

A PROCAKCT PARTTICULARS

B-FULL COMPLATNT 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-v1.5 Page
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CONFIRMATION

.»E:al CONFO002: Are you sure you want to save?
£

| Cancel || Yes || No |

Figure 3.2.1-10 Save Record

e Click on the button.

INFORMATION

@ % INFOO578: 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’
3-4 Current Year in YY format 12
Starting from 000001. This
. running number will be reset to
510 Running No start fr%mOOOOOl at the beginning
of every calendar year.

Table 3.2.1-1

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

U.MANUAL_INV_PRODUCT COMPLAINTS-v1.5 Page
13




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

Ay e b Mieae

|7 & Mgy | Eegisn (3 Sendtor investguion  QucanceiRenent | B || X
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g
Hame of Product On Labad E‘S-LDIQI-.EITI'HHC*MM-!,- - Complant Mo PCIR00000E
Prochet Code 03,3062 06 B30H Type of Supgly
[Rsgratraton MoMiAL) APPL Product
[ 173 ¥ Cantral Contract
Maridaciunng Dale 30040ME Lozal Purchass
Expiey Dste NS s piaatse spocify
- COMPLAINANT PARTICULARS
T0 BE COMPLETED BY FHARMACIST

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 onthe - * putton to close the Product Complaints screen

U.MANUAL_INV_PRODUCT COMPLAINTS-v1.5 Page
14




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

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 S F rcem UnittDograr ot

Product Complant PC15000022 UTNEOIN | pnestguton - Pandeg | WAD 12 p—
Product Complart PC1E00002) '“':"?i:"":" Ivestigaton - Pendeng  WAD 12 A ——
Product Complant PCIL00004 ”c"‘qx'”"" Imestgaton - Pendeyg WAD 12 — -
Product Complant P L0002 JRATNECIST | nvestigation - Pending | UNIT FARMAS! KUNIKPAKAR | e e A
Product Complant PC 15000008 ODTEET  rvestguton - Pendng  STOR FARMAS! —— -
Product Compiart PC1L00027 YATE0IET | ivestguacn - Pendry STOR FARMAS! S —
RCL Trarmacson hpe RCA5000016 WOSIOIS OIS | punding for Agproval STOR FARMAS! R
Sow Mo e SA1£00000 SORANE 00D  penseg For Agproal | STORFARVAS ———
Product Compiart PC15000029 ISOSINS0510  ivestgaton - Pendey | STOR FARMAS! S —

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-v1.5 Page
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B-FULL COMPLATNT DETAILS

- CEPLAIMANT PARTICIALARS

T BE COMPLETED BY PHARMACIST

Mame Moramad Azhar tn Batauddin Ciate 150E2015 i
Complaint Vale? IR T TP
Charantne Requred? CR Remaris

-
PROMUCT COMPLAINT S

[ i | @ | May  Ergish | B || X
Catalogue kem LR ™ Complant Status st - Valad
Uinit Hama STOR FARMAS] Created By et gt

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.

Interraal ivestgalecn Fndngs @’" .

s Moz Arhar ten Bahgiddn Daba 150805 i

Coarmplant WVilkd? @17“ Ho *
Cuaraning Ragueed? * Yy Mﬁ@ Ramaris

ERC) wary £ [P || X |
Catalogue em ® yos O Complant Stats reopabgated - Mk
Ut Mamay STOR FARMASI Creatnd By -—,——— - ——

A- PRINMICT PARTICLILARS
B-FULL COMPLATNT DETAILS

. © N

Figure 3.2.2-3 Investigation — Valid Product Complaints record
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STEP 2

Enter Internal Investigation Findings

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 [f‘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 CONF0D001: Data have been modified. Save Changes?

‘ Cancel || Yes || Mo |

Figure 3.2.2-4 Confirmation message

Yes

e Click on the button to confirm save.

INFORMATION

&n | INFO0678: Record has been updated successfully
\Qi{.

Figure 3.2.2-5 Message Information
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e Click on the button.

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

PROOUCT COMPLAINTS @

[ i &) Masy  Eegisn | B || x
Catalogus Bem ® vas Mo Complant Statss T
Uit Narmay STOR FARMAS Craated By —— — - -

[B-FULL COMPLATNT DETAILS

- COMEPLATHNANT PARTICURLARS

T BE DOMPLETED BY PHARMACIST

inteemal investgation Findings v

Hame Kamakah Wd Saman [tate 1G0E0ME &

Complaint Valf? @ Yo b * Raascn .
= ®

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 If'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 CONFO001: Data have been modified. Save Changes?
|f.

| Cancel || Yes || No |

Figure 3.2.2-7 Save Record

e Click on the button to confirm save.

INFORMATION

@ INFO0678: 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.

@ PHARMACY INFORMATION SYSTEM

il o

P\.ll.qm LLargemeeat

Davusrmanats
O Enpsramsn dd Cosvdema
s
Pesaity
PewPaching

P g 1 ol
+ Prodect T

OAFTTAL PASAS SN TAMAN FATIFAR, MBS

Home | Prodect Complants ©
PRODRECT COMPLAMTS
(]

PCLE0000
P 100000

P800

3 Orded s
mal
Complpand Heg Sompigenl Tope

O Fia

Progeremgni g e D Fros Compimni Due To
b S comsrn =3

S0l arE Stabud I -
indart
O Babber Level

Ciamplain| Dale

1N2E

(AL -
LRkt b

Chirgs Pidiwend Lagodt

Complaim] $lalurs

S8 FLECT L
IR B - R

WirR 8] - ]

STEP 1

Figure 3.2.3-1 Create New Product Complaints

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

STEP 2

Click on ‘Product Complaints’

STEP 3

Click on the [I] button

Note

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

~

Catalogue ltem

* Yes L No

Complaint Status |’0pen
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
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A atadoguss Baw LRI Complart Stabus Cipan
Lind Hame STOR FARMAS Created By — — —

A PRROCABTT 1MF ORI TT0M

1 Proiuet Typadbpphe iy Unnary ot T o . - fr—

I Brared Trace Mume and Wiodel Number O BRAND £ Wl e’y A e el

¥ Bwm Dscrpterns u:.-m-ru-,z-.-..-.-ams..u Al * T Suppier's name. address and Weleghone

4 S B Lok Wurmbes 1-12."&-]- B B Pias P mum AR e b avdom L™ @
L Db of maraiacioe HCiaing mk;_jd-tlh:l%hmh' e N

T o ot P s

Catie of wpery SACL00

CAIDN Ragetratiaon o (f &y
0 PRCHIL | MO8 SCREPT 10
- COSSE (AR RCES AN HEST Y O PRSI W

[ (R PN R DO NTI A RO

Tih B COREPLETED B PHARMACTET

Figure 3.2.3-3 Product Particulars

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 | X

Item Description item Code

1 /1 [1-10/10]

item Description s item Code $ Brand Name =
Catheter Foley 2 Way Ballon Sze 10 Fg 5¢cc B81200070008.00 NO BRAND
Catheter Foley 2 Way Ballon Sze 16 Fg 30cc B1200160005.00 NO BRAND
Catheter Foley 2 Way Baflon Size 18 Fg 30cc 25.0403.07 NO BRAND
Catheter Foley 2 Way Balion Sze 20 Fg 30¢cc 81200150007.00 NO BRAND
Catheter Foley 2 Way Balion Size 22 Fg 30cc B81200070013.00 NO BRAND
Catheter Foley 2 Way Balion Sze 8 Fg 5cc 81200070009.00 NO BRAND
Catheter Foley 2 Way Ballon Size 8 Fg.5¢c B81200070009.00 NO BRAND
(‘:gtcn(eler Foley 2 Way Balioon Size 14 Fg: 5 ¢cc - 26.0402.01 IDEALCARE
::g:tcetefFoleyZWayBalomSuequ 5¢cc- 25 0403 01 NO BRAND
Catheter Foley 2 Way Bafloon Size 14 Fg: 5¢c - 25.0403.01 NO BRAND

10¢cc

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

Q, Search

e Enter a partially or fully search criteria of ltem Description and/or Item Code and click the button.
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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 N
2arc . o x
-
11
‘ 1422863

Figure 3.2.3-5 Search Batch No.

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

Click on the ‘ZI 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

PROCUC T COSELANT S

Cantabosgon hom EymliNe
Lirst Mawrvms

My Engen B @ | X
Cormplan St Cpan
STOR FARMAS Craatid By
ey | B g

A PROMLICT |MFOHMAT TS

- PR W DESCRIFTION

Prgbiar Descrplion

o DTN CRUM MO S AN HESTONEY O PROELE M

- REPORTER IDENTIFICATION

T BE DOSSFLETED Y PHARMACTST

Figure 3.2.3-6 Problem Description

STEP 9
Enter the Consequences and History of Problem
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PRODUCT COMPLAINTS

Lf Moy Egen (B ]| @ ]| X |
Catalogus Bem ® e Mo Comglard Stats Ogn
Uit Mama STOR FARMASI Created By - — e

A PRIGARCT INFORMATION

[B- PROGLEM DESCRIFTION

C- DOMSEQUENCES AND HISTORY (F PROBLEM

Consacguances and Fstony of probiiem

0+ REPORTER IDENTIFICATION

T BE COMPLETED BY FHARMACIST

Figure 3.2.3-7 Consequences and history of the problem

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?
—

| Cancel || Yes || No |

Figure 3.2.3-8 Save Record

e Click on the "8 | button to confirm save.
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INFORMATION

@ INFO0679: Record has been saved successfully
o

Figure 3.2.3-9 Message Information

e Click on the button.

e Complaints No will be generated automatically for future reference.

o | [Einvestgaion | b o will be enabled when button is clicked.

3.2.3 Investigation
The pharmacist at Pharmacy Store 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.

TASK LIST

y /3 [21-29/29]
Transaction Type s T ramsaction No s Dote/Tee ¢ s From UnitDepartment s From User

Product Complant PC15000022 ZRUTNE0INE | eatigation - Pending | WAD 12 St > S
Poaieci ot i BORENR |4 popsion-Panseg | WAD 12 N p—p—
Product Complant PC15000024 AT O iestigation -Pendng | WAD 12 S > Sag
Product Complae PCA500000¢ VAL IET | investgaton - Pending | UNIT FARMASIKUNIKPAKAR | i i S
Produt Commplact PC15000026 WOZNE0E1T | pngssgatin - Perdeg | STOR FARMAS! e
Product Comrplart PCAS000027 30*:@75;50351 Invesbgaton - Pendrg | STOR FARMASY T - S
RCL Transacton type RC15000016 1WOSZOIS 0358 | parting for Agproval STOR FARMAS! R - S
Siow Movng e SM1£000001 1SOSZNS 02 | pesng For Approval | STOR FARMASH A
Product Complaint PCH5000029 @ 1SOSZ0IS 0524 | ivessgation - Pending | STOR FARMAS! e
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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.

e

PRODUCT COMPLAINT S

| i | @ iy Engn | B || X
Catalogue Bem s Mo Complani Status Irebiigation - Pandeng
Uit Harra STOR FARMASI Craatnd By e

A PRINABCT INFORMATION

B- PROBLEM DESCRIFTION

C- DOMSEQUENCES AN HISTORY OF PROBLEM
[+ REPORTER IDENTIFICATION

T B 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
ii. Problem Description
iii. Consequences and History of Problem
iv. Reporter Identification
V. To be Completed by Pharmacist

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

Figure 3.2.4-3.

'lI._E_ mmﬂlx
Catalogus Bem & Yo Mo Ciormplain Siss ST

Unit Nama STOR FARMAS] Created By —_— — —

A PRAONDARCT INFORMATTON

B PROELEM DESCRIFTION

- DOMESEQUENCES AND HISTORY (8 PFROBLEM

[ REPORTER IDENTIFICATION

TO BE COMPLETED BY PHARMACIST

il nkbgaben Fadagh @

Kame Mok Azhar ben Baluuddn [late IB0S20E

Complaing alkd? =¥eslNo *
Duararing Rigued? * Yas Ko
—_— @

Figure 3.2.4-3 Investigation — Valid Product Complaints record

STEP 2
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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.

o 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.

CONFIRMATION
@I CONFO0D1: Data have been modified. Save Changes?
=

1
1
b
1
1
4

| Cancel || Yes || Mo |

Figure 3.2.4-4 Save Record

e Click on the button to confirm save.

INFORMATION
e | INFODG78: Record has been updated successfully
Lgi.

Figure 3.2.4-5 Message Information
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« Click on the L2 | putton.

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

PRODUCT COMPLAINTS e

[ i & Maiy Eegih | B || x
Catalagua Berm ® as Mo Carnplas Slatus il atind - Irreakd
Uit Marmer STOR FARMAS! Created By - —— e —

A PRODARCT INFORMATION

B- PROELEM DESCRIFTION

C- CONSEQUENDES AND HISTORY OF PROBLEM

- REPORTER TDENTIFICATION

T BE COMPLETED BY PHARMACIST

Wnirul v aban Fchigs
Bame Mokamad Azhar bin Bahauddn [tate 1R0S201E
Complant Vald? @ You Mg 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.

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:
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Patient Managoment
O drdes Ma
B Imventory
Finanoa
Procuismisil
O Seais lenlody
0 Indeen
O Bulter Ll 4 1 f3 = & [8-1003]
I Disssmniaty Complaing Mo : Complain Type " Compiaint Diste . Compiaint Status
Expiraticn and Candese
Issum
Panaity PCAS0000ZE oAUG 15052015 [——
Prepacking PC1S000C2T DRLG WAA1E Investgated - Vakd
@ Product Complaints PC1LO00C2% DRLG W15 Inversbgaed - Vabd
pabstect Conpietety PCASOONES CRUG s Inviagated - Vilhd
Cuaianting
| i _r
B FscalErodect FCAS000028 DRUG IT0NE irstggated - Vabd
i PC1S000023 DRLG 2015 Invesigated - Vakd
- W | Peist00n: DRUG S Invesbgated - bad .
Figure 3.3.1-1 Product Complaints Listing Page
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 3.3.1-2

=]
PRODUCT COMPLAINTS

Lf ] =L NI-NE-NES
Catalogue Bem o ¥k Ciormplart Stats gy

Uni Hara STOR FARMASI Croated By Wiohamad Azhar ban Bahauidin

Diuig

A PRINHICT PARTTCULARS

B-FULL COMPLATNT DETAILS

- DOEPLATMANT PARTICURLARS
T BE DOMPLETED BY PHARMACIST
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Figure 3.3.1-2 New Drug Product Complaints — Catalogue ltem

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

. 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.

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

e  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

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

i Mawy Enges B @ || X
|cmm You ¥ By Covrpiaent Siata O

Uit Plarws STOR FARMAS Crapied By | — —
Dy

P of Procict On Labe Y . orrgiant by

Fraduct Cooe L : Fypob of Suapoty

[ @ AP Pradst

™ M T : Cartral Conwract

b turreg Duste da Lt sl Purttumse

Expry Dot 1 (DR, poabirias il

BPURL OO ADNT D4 TATLS

D ATHANT PAHT PR AR

10 B EOREALE TH O BV PHARBACTST

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

STEP 4

e Enter the Name of Product on Label
e Enter the Product Code

e Enter the Registration No (MAL)
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e Enter the Batch No

e

e Select Manufacturing Date fromthe " icon

o~

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.

i’ May Enpen B Q| X
Catabogue Merm Yosr ® No Camgiart R s Open
Unt Name STOR FARVAS Crastec By, ) S—— ———

A PRMOOUCT PASRTICULANG

B UL COMPLAINT DETARLS

A) Comptart Clmndeston  * ) Savple of product complant attached & Veu 'l INe '

Crantey ) @t B8y b ln D Tanse e ty) C

v Efcxy #) ¥ not please state reason
¥ Lol *) Shorage conabon Good Less on Temperastas

Packagrg

COtheny pleane soecdy
) Comptant Deacrgton (Please prowis trel »a
SOALrgRon IOL T Complart asae)
C) Extert of Complanrt (Quartitypestantage of products -y
VOO0 0 NUTENE Of PROCUCTS Pvored Comparec > 'Y
Wty sevrirced)
0) Fov camphuet segadeng EFEICACY | phusse M o s sarton
B e L o ]
o) Doms P complart hagpon ser Lrand swicheg Yos ® No'
o) M You, plesne stile P Deandd wilh rega ation ro )
i) tefore

C COMPLAINANT PARTICUARS
TO B COMFLETE D Y PHAIMACESY

Figure 3.3.1-4 Full Complaints Details

STEP 5
Select A) Complaint Classification from the options in checkbox
- Quality
- Efficacy
- Label
- Packaging
- Others

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 guantity received)
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¢ |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 e) Sample of product Complaint attached

Note

e If ‘Yes’ radio button is selected, User has to state the i) Quantity submitted and the ii) Storage Condition.
e [f ‘No’ radio button is selected, the user has to state only the ii) Reason

e O |

i ey e B @ | X
I Calaboague Bers Yo Wby Clorrgiar] Rt g
et Mama TR FARMAS ot By . — -

A FROCACT PARTIOUEARS

BFLRL COMPLAINT [ TAILS

C- COMPLATRANT PARTICLILARS

s SALIRA JENUAH
rr— @ el m

] MSEITTEY ¢ ]

[t L2ty Ao By

Sagnaiure § [hop Cheef Prarmaced’ Pharmacet n
e

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 LLI button to save the record

Note

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

U.MANUAL_INV_PRODUCT COMPLAINTS-v1.5 Page
33




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

CONFIRMATION

F ';; CONF0002: Are you sure you want to save?

Cancel Yes No

Figure 3.3.1-6 Save Record

e Click on the button.

INFORMATION ‘

@ INFO0679: Record has been saved successfully
-

OK

Figure 3.3.1-7 Message Information

e Click on the button.

e Complaints No will be generated automatically for future reference.

. (5 tovestason button will be enabled when Product Complaints record is saved.

i & Moy Engish  [= Sendir ioemtgaton @eConcelBeguest | By || X
Catalgue Bem Yos ® o Comgiant Slats O
Ty — STOR FARMAS: Cousted By e ——

B-FUALL COSMPLAINT DETAILS

- DO AMANT PARTIOLRLARS

0 OO TE DY PRARLACTRT

Figure 3.3.1-8 Send for Investigation

STEP 11

Click on the (g Sanathr —

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

button to send the Product Complaints record to the DIS Pharmacy for Investigation

e Click on the li 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.

T raecs acthon Ho = = Task Sistus - Fromm UnitThepartment 3 Fuosm Lisar
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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

[ | & wayy Engsh | B || x
Catalogue Bem Yo ™ Moy Complal Status rrvpitigation - Pandng
Uik Marmay STOR FARMASI Cruated By N —— -

A PRODUCT PARTICULARS

Figure 3.3.2-2 Investigation — Pending Product Complaints record
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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

DIS pharmacist needs to fill in the ‘To Be Completed by Pharmacist’ section as shown in Figure 3.3.2-3.
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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.
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Figure 3.3.2-4 Save Record
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e Click on the [LJ button to confirm save.

INFORMATION

@ o INFOO678: Record has been updated
' successfully

Figure 3.3.2-5 Message Information
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4.0 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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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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