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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. 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:

N o o bk~ w2

9.

10.
11.
12.

Order Management
Inpatient Pharmacy
Outpatient Pharmacy
Medication Counselling
Ward Pharmacy
Pharmacy Inventory

Manufacturing of Cytotoxic Drug Reconstitution, Parenteral Nutrition, [V 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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(Ph[B

2.0 Application Standard Features

2.1 PhIS Legend

Standard Legend

Login to PhIS

t

Logout from PhIS

Close All Open Tabs

o

Refresh Screen

Expand Menu

Collapse Menu

Expand Module

Collapse Module

Add/Create New Record

Save

Close Window

EREE
[

ik
=

Calendar Icon

EBBEEQE

Save Transaction

Delete Record

Export Report From PDF
(= Export to Excel file to Excel file OK Button
Yes Yes Button No Button
Radio Button Checkbox

System Automatic

Automatically

T O

| Generate Record No. Display/Retrieve Box
B Reset Login Screen Show Help
= Home Display Home Tab Q, Search Search Record
Cancel Dropdown Box
|:| Search Icon Mandatory Field

Edit Record Empty Text Box

E[

Cancel Button

Note

e Tolearn more about Login Information, kindly click Login Information Modules for descriptive step.
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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 A A
33
3.1 3.2 Product
. . Product . 3.4
View Existing . Complaints e
Complaints DIS Investigation
Records Non Catalogue
Catalogue Item

Item

3.21 3.3.1

Product New Drug
| p| Complaints - Product
Drug Complaints
3.2.2
Product
g Complaints —
Non Drug
Figure 3.1

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

¢ Product Complaints
This function allows user to view all existing transactions
¢ Product Complaints Catalogue Item
This function is used to create new product complaints that are listed in the drug catalogue item
e Product Complaints Non Catalogue Item
This function is used to create new product complaints that are listed in the non drug catalogue item
¢ Product Complaint Investigation
This function allows user to receive and investigate the validity of a complaints received on a product
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3.1 View Existing Product Complaints Record
To view existing Product Complaints record, perform the steps below:

(Ph[B

M PHARMACY INFORMATION EYSTEM
_ HOBPTTAL PAKAR, SIH TAMSH TATEMAN, HUAR Changs Fasiword Lagoud
= B beea | Prosuct Complints
5] Home
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Drdat m@ ';‘ *
“I::\:' Covmplint b - Cormuplaind Tvik aa -
Procersment Covvpliard Dane From o Crmwplaink O
Bafer Ll 1 1
(eytpramgle
T apraisn s Cordima q
Veaaity PO 00T e DR AR g - g
O Per-Pacing P00 (=T LTS T Wty e s - aha
mowicompunes (Y | 3 B
S 1 a0 oL i Wrd S e - e
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 Compilaints No. Product complaints Number

Display all existing Product

complaints No. belongs to the

requester unit

Investigated — Invalid
Investigated — Valid
Investigation — Pending
Open

b Complaints Type Search by : Able to filter and search
All record(s)
Drug
Non Drug

[ Complaints Status Search by: Able to filter and search
All record(s)

d Complaints Date From Start date for the product complaints

transaction

Format field (dd/mm/yy)

e Complaints Date To End date for the product complaints

transaction

Format field (dd/mm/yy)

Table 3.1-1
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M PHARMACY INFORMATION EYSTEM
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STEP 4

Click on the e

Note

Figure 3.1-2 Create New Product Complaints

button

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

Catalogue Item
Unit Name

Drug | Non Drug

Name of Product On Label
Product Code

Registration No(MAL)
Batch No

Manufacturing Date

Expiry Date

A) Complaint Classification

PRODUCT COMPLAINTS

® Yes'  No

[Farmas\ Bekalan Wad (FBW) |

A- PRODUCT PARTICULARS

[Acetazulamide 500mg Inj

S01EC01000P4001XX 01 l
J

999

l
[
[u&/m 2016 |
(

14/01/2016

B-FULL COMPLAINT DETAILS

| Quality
| Efficacy

Label

Type of Supply  *

[lnvestlg ated - Valid |

m——

Complaint Status

Created By R—

Complaint No. IF‘C16000002 l

APPL Product
Central Contract
® Local Purchase

Others,please specify

E) Sample of product complaint

attached Yes @ No *

i) Quantity submitted(Please specify)

ii) If not,please state reason consumed l

iii) 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 PhlS. 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:

L
@ PHARMACY INFORMATIOHN SYSTEM

I [t

- e B} | ome | Procuct Comglants
5] Home PROCUCT COMMANT L
! Patem Management
O Drdai i
B h'\rhl".:@
= r Cormaptnt T .
Fingce i il i
FroCw Hrsai Ceengamn Duse From Covmpimnt D Ta =
Siore vy
R €] Seach
e S =
Baller Livis 1 r
Dessberanite

Compla Ho:
O Exgsraton a8 Cosdams s

e
} Pesalty O8] DG

Loyl (e H Ciraplasn] Sates

HABH Pk RN e
D PPy P00 EG AN b - kS
B Paodect Commplai
: PCTA001 oG TR I bgadesd - akd
« Prostecy Complasss

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

g
2
g
z

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 Item
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(Ph[B

Note

¢ Product Complaints screen will be displayed in Figure 3.2.1-2

e 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

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

Drug | Nem fng

N PHARRE | AT HOLRAKS
e O PYSOL R LSt o

5 Iy 1 S G (A TR NS
o Cose 3 T 06EMH Topaed Soprly
eyl e My WAL | AP, Pracict
Fasch b 1IN doan - ¥ (il Corardesr
Moy surryg Diin e T Lo P hase
Esgary Duitd TSI [

BT COMPLAINT D TARLS

C- OOMPLATRANT PARTIOURLAGHS

VRIS OO T Y PN AT

L] Mixw Ewhn B B x
Cotalogus Hem % veu bie Compant Stta Cpen
Lt hamra ETOR FARRAS Ciraated 1By - — —

Figure 3.2.1-3 Product Particulars

STEP 4

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

Figure 3.2.1-4
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Search Hem Dyscription X

itm Dsscnplon Hem Coda

tisem Dencripetion : fism Cesde 2 Brand Hama
gl Salryhe BP gl (GEMERIC)
Aerizinn Loton 1% 01 0016 04 HIOE
Acsiiwana Lovon 0.1% 01 D016 D4 TERAPUTICS
Alcohal S65% VY 0 0020 04 B0 BRAND
E‘:L”"“:'Er"'f'-' ExemslUse | g sroe e (GENERIC)
bl
Alzonal Celorieany 01002101 1) BIRAND
Me gl Closiaan 0 0021 02 M) BIRAND

Basnz afioanaam Chisnds [ 0%
witde, Catrrects 0.2% wie & Ine | 07 020502 COSACS
Coice 1% wher Cream

Barralicomam Chiloncs O 00%
witw, Cotrimide 0.2% wiw £ Zine | 0 00085 02 M BRAND
Crocke D% woiai Crad

Benzafonasm Chionde [ 02%
et ok [ 7% wie § Znic M 020s 02 DRAFOLENE
Coice: 1% whar 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 automatically selected based on the Name of Product on Label selected.
Product Code will be automatically displayed based on the Name of Product on Label selected.

STEP 5

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

Saarch Batch Mo

X
Jatch No Q, Search
1 /1
1231 2gwe

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.

Click on the ikl button.

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

i My Degmn (B @ | X
C stabougusst bem ™ Complaent ata g
Lind Farre ST0R Faraas Cragad By L e

Orug | lon Dng

Bearr of Proxics e Labnl 250, g 1 Memwrc ol Dishyy 0 * Compianto

[ S—— 201 0D 05 MO Typew of Sy
Flegeairate baod WAL | AFPL Produrt

[P ) 1 Igus & @ ® Cantra Cortract
Bbeurn et oy (Disti TV Lol B s
Eagery Dt NN F T——

B-FUAL COMPLAINT DETAILS

- LS ARRAN T FAK EILLE AR

O OORMPTLE TT D FY PeARsRsC T

Figure 3.2.1-6 Product Particulars

U.MANUAL_INV_PRODUCT COMPLAINTS-4" E

Page 9




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

PROUCT COMPLAINTS

i Mgy | Engeh | B || @ || X 2
Catakyue Bem s o Compignt St Ogn

Uit M STOR FARMAS! Coeald By - — -

Drog | Fom Drug

A PRODUCT PARTICULARS

B-FULL COMMLATNT DETAILS

iy Gomplaint Classificabon. -~ E) S of prodhact eompliens aftitid vl Mo * o
ity i) ity submimed Ploase spocs) n-
| Eficacy a ) H ot pliaia alite reasen
] Labed =] oragm conddion Good -Less than Temparitore »  ©
Packagng
Othars pleass spacly
B Cormplant Descriphon (Please provide bref Uinciear abel
pscrpbon about The Complaend e}

i Exterd of Complaind (guantlppecentags of productsy 0%
arvwntvied i Mumiber of products mvohasd Companed o o
Aty P

Ul!u(aﬂﬁ:mr&-g:dﬂgll—l-[.ht'l’ plazsa 8 n B sachon
i Numiber of patent{s raving The problem L]
1} Doers The complaint happen afler brand swilching Vs % e

) I Yes, phoass stalo the bandiwih regairaton no )
emad baforn

- COMPLATMANT 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

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?

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

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

If ‘No’ radio button is selected, user has to state only the ij) Reason
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PRODUCT COMPLAINTS

i Matsy Emun_.ﬁ:;-e-:ix_ |
Catalogus Bem el Ne Compianl Status Dpan

Unit Hare STOR FARMAZ Craaind By e — — A——

Drug | Mem Drug

A PRINAKCT PAHTTCULARS

B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

Wocskkace WARD
Phona EOEIORE - Exiension

Dates 150E00E Approved By

Sagnature & Chop Creed Pharmacss’ Prarmacst n
change

0 BE QOMPLETEE 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.

Catalogue em = You Mo Complan Sta Cgan
Unit Nama: STOR FARMAS Created By e e

B-PULL COMPLAINT DETAILS

C- COMPLAIHANT PARTICULARS

T BE COMPLETEE BY PHARMACIST

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
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CONFIRMATION

CONFO002: Are you sure you want to save?

| Cancel ” Yes H

Mo |

Figure 3.2.1-10 Save Record

e Click on the button.

INFORMATION

|®I INFO0678: Record has been updated successfully

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
5-10 Running No start from000001 at the beginning
of every calendar year.

Table 3.2.1-1

e Send for Investigation [E mvestaaton | 4y, 410n will be enabled once user saves the Product Complaints record.
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| # | @ Malay  Ergish (% Sendtor ivestigaton @ Cancel Feuest | B || X
Catalisgue Berm e Mo Camplant S1ata [+ =1
Undt Mars STOR FARMAS) Covated By e — . t—
g
Bam of Procuct O Labed L5 bag 1 bmmol Caicium Dialy 2 Compiant Mo PLSO000H
Prodoet Cote 03 3062 06 B30H Typa of Sipply "
Regainabon MolAL) APPL Prodlch
Banch Mo HH Igan * Contral Contract
Marslaciung Dale J00LTNE Loz al Purchass
Eaxpry Dty TSNS s, placsn apacify
BeFunl DOMPLATNT DETAILS
C- COMPLAIMANT PARTICULARS
10 BE COMPLETED BY PHARMACIST

Figure 3.2.1-12 Send for Investigation

STEP 12
. (= 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 changed to Investigation — Pending.
. DIS Pharmacist will receive the Investigation — Pending Product Complaints record in the Task List.
STEP 13

Click on the - * button to close the Product Complaints screen
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The pharmacist at store Pharmacy will receive notification for Investigation - Pending records to investigate

the validity of a Product Complaints.
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(Ph[B

Note

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

Trarwsacticn | yp - T v et ticw M
Peodurt Complant PCS0000S
Procuct Compleni PC IR0
Product Complant PCHS000004
Produrt Complant PG 500005
Product Cormplant PG ED000
Proghait Cormplart PCIS0000ET
RCL Trarmschon fipe RC1S000016
S Mcrvurey Ber S RO
Pt Cormpaiaet PLAB0000 @

STEP 1

22040015 0014
P

DI0A0NE 1109
Al
ITRA0NE 04 238
P
JR0A0NE (4 AT
Pl

MO0 08 1
Al
MPOLZ01S [ 51
"]
110A201S 00 48
"]
15062015 10
A
15062015 0610
Pu

Tank Status

ol - Pty

Peruieg for Apgvowal

Prercieg For dpproval

rredhleat - P

Figure 3.2.2-1 Task List

B aswm Uity g trewrnl

WD 1

WD 1

VAD 12

LT FsAnAS LN PAKAR

STOR FARMAT

STOR FARMEAS

STOR FARMAS

STOR FARMAS

STOR FARMAS

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.
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PRODUCT COMPLAINTS
| X

S mauy  Engusn | B ||
Cutslogue Bem ® v libg Compian St Irvitigatid - el
Uit Hamay STOR FARMAS Craalsd By —— — —

A PRODUCT PARTICULARS

B-FULL COMPLATNT DETAILS.

- COMPLAIMANT PARTICURLARS

T B8 COMPLETED BY PHARMACIST

Hame: Mokamad Azhar bn Babauddn [iater 1R0ENE
Complasnd Vald? ey ke ¢
Ouarantne Requesd? LS T ] Remaris

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.

|
| PROODUCT COMPLAINTS

Cataligus Bem ® e Mo Complard Status Irvaaticaled - Walkd

STOR FARMAS! Concaind By | —

A PRONHICT PARTICULARS

B-FULL COMPLATNT DETAILS

C- DHEPLAINANT PARTICULARS

1O BE COMPLETED BY PHARMACIST
i Fstgaten Fadeg @ﬂ i
Hame Mchamad Ashar ten Bahauddn Data 15082015 &
Complaint Vaka? @‘ YosJ'Ho *
Crarantng Rigared? vy M @ Ramaris

Figure 3.2.2-3 Investigation — Valid Product Complaints record

STEP 2
Enter Internal Investigation Findings
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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 | B! 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.-E',"_‘il CONFO001: Deld have Deen modilie, Save Charng=s7
r

| Cancel ! Yo Mo ‘

Figure 3.2.2-4 Confirmation message

e Click on the button to confirm save.

INFORMATION

Iﬁl INFO057E; Rewond has been updaled successiully

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
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[2]&] May  Engen | B | X
Catalogue Bem ® Y Mo Complanl Slata Ervvpilgpatin - Imeids

|| Une Mame STOR FARMAS] Conated By - - - —

A PRODUCT PASCTTCLILARS

B-FULL COMPLATNT DETAILS

- COMPLAIMANT PARTICIALARS

TOBE OORMPLETED BY PHARMACIST

inlomal ivvestigation Findngs

Hame Karmaiah i Saman [iate 15080015
Complairt Va7 @ Yas Wiy ¢ Reasen g

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.

U.MANUAL_INV_PRODUCT COMPLAINTS-4" E Page 17




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

CONFIRMATION
@ CONFO001: Data have been modified. Save Changes?

| Cancel ” fes || Mo ‘

Figure 3.2.2-7 Save Record

e Click on the button to confirm save.

INFORMATION
,ga_ INFO0678: Record has been updated successfully

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

(Ph[B

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 FPHARMACY INFORMATION SYSTEM

WOEFITAL PSS SN LAMAH | ATTHAM, PORSE

il = B deme | Produt Comphimts
[0 Heeree PRODOCT COMPLUMTS
O Patsent b
atein] Managemest o
1 Order iaa
-
Complanehiz r Comgtan Tioe -
P
Frocursmeni Complune D From = Cesmeamnt Dute To
O Siore ennory
plaid £1 - 0y Saarch
& e e
Erathed Lert i (&}

Dinsrants
3 ENPTETan A OMeTI
O hsee
Pesaity PLTE000D oRuG TS
Pre-Pachng

5 PL1ab0000E =i pRLis oyl
O PYDOSCE Comiians o i
P 8500 DR LRE hoy ]
« Prodect €

Chursg Passwond Lagot

i ane - Vs

Fa )it - Vakd

IR - VI

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

e () (B [[@ ||

| Catalogue Item ® yes U No Complaint Status [ODen |

UnitName |sTOR FARMASI | Created By T ——

Tug‘ 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.

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 ltem.

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

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

PRODUCT COMPLANTS

i Mooy G | B O ]| X s
I(vll.lluwcl- L Complart Stats Cypan |
Uik Hea—a ST FAfnsAL] Crgaplued By E— —

A PRODUCT [N ORMATION

1 Praduet T Apple boriag Unndey ¢t Cathatet o =E Céryiart b

7 BrandTrade M and Wodel Murber MO BRAND . § Ui hras's it i, el

3 Mam Dipacrpbon Lot Folng 3 Winy BB | PO R —

4 SewBarhiLot Nrte o 142863 Nk 1. i e i hosst s’ —— @
5 I e gl Ve kg irdatin B

& Dt of murwtachoe HaCaing h:_’ gy Ve e

(A 0 oL P TSI

(Diatin o oy SN0

TN Rageirabeor b [ o]

b PROB M DI SCREPT DOS

- CHNNSE R NCES AT ST Y 08 PRSI EW

e BN TN T T RCA T

W B COREPLE T I PRHARMACTST

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 Rem Desmiplion *»
liam Mwsrripbon Ham Coda m
1 i1 [1-1uf10]
Mem LeSInponoen Nem Loge -

Catheter Foley 2 Way Ballon Si2e 10F{.5cC E1.200070008.00 HO ERAND
Canater Folyy 2 iWay Balon Sie 16 F{30c: E1.200120002.00 WO ERAND
EneTer FONY 2 iV BEmon F2e 18 F{ 300 Z3.0a0307 N EFAND
(NGRS FORY £ Iy SEON S08 IUFQ G BRI N EHANL
Cathater Foley 2 iWay Balon Ste 12 Fg30c E1.200070013.00 HO ERAND
Canater Foky 2 Wiy BEmon 526 3 Ry E1.20007000%.00 N ERAND
Caltvter Fokry 2 Way Balon 3ie 3 Fg.r E1200070004.00 WO ERAND
':.:-I:cli.cl::ulu Fuley 2 iWay Balomn See 14 Fy. 5 oc- S5 fdf% 04 IMEAl CARE
Calimeley Foley 2 oy Bolloon See 14 Fg. 5 oc- =& R4 A1 W BR AN
1oL
FLT:;IB Foay Z ay Balonon 528 14 FE 306 | oz napapg WO ERAMD

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

e Enter a partially or fully search criteria of Item Description and/or Item Code and click the bl button.

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.

I Zcarch Bacch Mo X
Bach o =
1 Ji
Batch No =
| 1422853

Figure 3.2.3-5 Search Batch No.
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e Only available Batch No in the unit will be listed in the Batch No list.

e Click on the E button to close the Search Batch No text box.
e Date of Manufacture, Date of Purchase and Date of Expiry will be automatically displayed based on the
Serial/Batch/Lot Number selected.

STEP 7
Select the button for question 8 & 9

STEP 8
Enter the Problem Description

PRODUC | COMPLAINT S

Lint Marre BT0R FARAS Created By S — ——
Drug | Mon Drug

A PROTLECT TNFORCMA TS

1B~ PR EM DESCRIFTION

Probis Destmplon

o CCHRTE CRN T % A BTN TORY OF PROALE M

¥ REPORTTR IDENTIFICATION

TV BE CDMIRLE TED Y PHARMACTST

Figure 3.2.3-6 Problem Description

STEP 9
Enter the Consequences and History of Problem

PRODUCT COMPLAINTS

L# Many Engen | B | @ || X
Catalogue Bem ®ve Mg Complanl Status Ot

Uné Marme STOR FARMAZI Created By e ——— A ——

Drug | Won Drug

A PRICARCT INFORMATION

B- PROGLEM DESCRIFTION

C- CONSEQUENCES AND HISTORY OF PROGLEM

Consoquances and hsiory of probiam @
[+ REPORTER IDENTIFICATION
TD BE COMPLETED BY PHARMACIST

Figure 3.2.3-7 Consequences and history of the problem
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(Ph[B

Note

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

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

|® COMNFO002: Are you sure you want to save?
y

CONFIRMATION

| Cancel || Yes || No |

Figure 3.2.3-8 Save Record

e Click on the button to confirm save.

INFORMATION

i % INFOOE79: Record has been saved successfully
gi}

Figure 3.2.3-9 Message Information

e Click on the button.

e Complaints No will be automatically generated for future reference.

o (Enesisaton | b tton will be enabled when button is clicked.

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

s 13 [21-39 2]
Transaction Type ; Traneaction Ho = 5 Task Stntus 5 From UnitDepsrtment = Faom Uiser
Product Complaint PE 15000022 LA | potgation . Perding | WAD 12 B
Pkt Doyt PCEE000003 ”"3“"?5'*5 TS | peisaion-Pandeg | WAD 13 S —
Produet Complart PCA5000004 TOAIS 048 | pptgation - Pardeg | WAD 12 P pp—
Proket Caenplint PCIS0000S TRADIE ST | iasngaton - Paning | UBIT FARMASI KLINIK PAKAR | IR e s
Pkt Dot PC 15000026 WODBE 0613 | pagaton - Pansieg | STOR FARMAS! | —— ——
Patachunt Complent PCASO000IT mm-':g:ce " essgaton - Pendeg | STORFARMAS! — S
BICL Tenesachon ypo RC 15000015 TN 358 | pandegior dgproval | STORFARMASI | S — = S
S My et SANE00000M """:"-":’E,;:-' W2 | puang Foe dpproval | STOR FARMASE e
Prodct Complant P B0 @ ST B vestguton - Pandng | STORFARMAS! g

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 COMPLAINTS

[l L4 | E_ Maty Engisn | By || x
Catakogua lBem e Na Comphard Siabus reentigation - Pendeg
Ut Moy STOR FARMAS! Croated By S —— " -

B PROBLEM DESCRIFTION

- DOMSEQUENCES AN HISTORY OF PROBLEM
- REPORTER IDENTIFICATION
T i COMPLETED BY PIHARMACTST

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
fii. Consequences and History of Problem
iv. Reporter Identification
V. 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.

Catabagus R e Mo Complard Siata Bt b - Tad
Uin& Harmar STOR FARMAS! Croated By S — n -

B- PROBLEM DESCRIFTION

- DOMSEQUENCES AND HISTORY (4 PRIOBLEM

- REPOHTER IDENTIFICATION

T0 BE COMMLETED BY PHARMACIST

il v pabatenn Fancligy @

Hame Moramaed Arhar tn Bahuddn Dt Pl
Complaint Valed? Yo Mo ¢

Craar g Rasgustic? LA (I

Rmaia @

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.
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| CONFIRMATION
@ CONFOO001: Data have been modified. Save Changes?
4

| Cancel ” Yes || Mo ‘

Figure 3.2.4-4 Save Record

e Click on the button to confirm save.

| INFORMATION

@I INFOO0678: Record has been updated successfully
— ,n'-

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.

PRODUCT COMPLAINTS

Catakegua iem ®Yes Mo Complant Stass reeatigaied - Imvalid
Ut Marme STOR FARMAS Creatnd By —— — - - ‘

A, PROGUCT TNFORMATION

C- DONSEQUENCES AND HISTORY OF PROBLEM

[+ REPORTER IDENTIFICATION

Moamad Azhar ban Bahauddin (] 1B0AA0E
Complant Vali? @ YorEHo - Raascn ®
Remark

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.

e [f ‘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:

\_
@ PHARMACY INFORMATION SYSTEM
[ Y

= A ) veme | Prodoc Complaints
B2 Hoeme
Patient Management o *
Orcler Ma
— Cumplsend N r CovplsntType | M .
Finance
Priscuiafmen Complant Daa From & Corplaing Dads Ta o
Sasi berwirilory ~ a5 I - q Saarrh
Indent
0 Buller Livel 1 1 i3 e {1-1672%]
1 Dinseericate

Complaing Mo & Complaini Type ] Complaint Dete H Complaini Sistus

O lisum

Panalty PCALRD002R DRLG 15052005 Irrewstgated - Vald
O Prepacking PCI500002T DRUG 405 inversbgated -« Viaid
@ Product Complaints PCIL000026 DRUG 04015 Innedestganed - Vil
Prodect Compielnty PCISI00025 CRUG IA0NS Fretegtaganed - Vi
0 Quaianting PCISC00ZE DRLG TN Irreutpated - Vil
Recall ProsSoct
Hotlication PCIS000023 CRLG 20405 Imastgaed - Vakd
Roecsine Hem A | IPCINOO00D2 DRLG 220452018 Irrvastgated - levalkd (v
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
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PRODUCT COMPLANTS

L My | | B @ )| x|
| Catatogue Bem LY Y Complami Rats Open

Unit Name STOR FARMAS Created By Michamad Azhar bn Bahauddin

Dirug

A PROVUCT PARTICLILARS

B-FULL COMPLATNT DETAILS

©- DOMFLATMANT PARTIOULARS

T BE COMPLETED BY FHARMACIST

Figure 3.3.1-2 New Drug Product Complaints — Catalogue Item

Note

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

The Catalogue ltem 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:
. Product Particulars
Il Full Complaints Details
1. Complainant Particulars
V. To Be Completed By Pharmacist

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

i Mary Eroen | (B @ | x
lcwm i ¥ Compiant Stats Chps

Lirslt Marmas STOR FARMAS Craied By ] ——— —

vy

Poaaerret of Prosict Oin Labed A

Cpempiant Mo
Frodut Cote MA . Typa ol Supphy
e g Fae M | @ APV Produit
L] ] : Cartral Cortrnet
Marniactrrg Dot 1 Liec sl Purgtune
[Expery Ciatie I s, i ek 4

B OOMADNT D4 TAILS

O AIRANT PAH O A

TO S COMPMUETED BY PRARMACTST

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

Enter the Name of Product on Label

e Enter the Product Code
e Enter the Registration No (MAL)

e Enter the Batch No

e,

e Select Manufacturing Date fromthe " icon

e,

e Select Expiry Date from the " 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 Ergmh 9@ | X
Catuogers Rem Yan = Bag prmpinet Fista Cipan
Liref Ko ATOR FARLS Cormatuct iy i C— —— -

A PROGURCT PASTROLEASE

BN OOAINT D TANLS

A1 AR { e Ee 1 g of DrockC OGS Vs o

Ceaiy 1 By ok Pt e i | e
 Efeay H] FOR [Ra SEI RIS0N
o Lkl ) Moraos tandibon oo Lo hae Temparatas  »  °
Paciagrg
ey, phese npes &

L Tt ] ey s

Senrphon o T complan me)

) Extert P Compiaent [guiritypartintaos of products. -

e ] Y T T L R O L

[ ——

e e e L Y i E L

T P w0

o) Bonn P tompiinrt hugpee Bfer brand swichng Vaa ¥ po

Wik i Ak P Pk kot g W 4

s Lafore

OO ATRAN T PARTICURARS

T B COWMEPE 71 D Y SAMSLACTS T

Figure 3.3.1-4 Full Complaints Details
STEP 5
Select A)Complaint Classification from the options in checkbox
- Quality
- Efficacy
- Label
- Packaging

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

[PRIODLC T OOMPLANTS

i My B By @ | X
| Cataloggue Ber . Cormpiars St T
Lrdk Mara ETOR Fafaas e By — - -

BFLRL COMPLATNT DETAILS

- e ATRAMT PR TICUILARS

iy SAL A JEMAH
WoriplaC e @ Vel 11

] MM B

Cute b5 L) A By

Sorature & Chop Cref Prarmacst’ Prarmacst n
i

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 _EJ button to save the record

Note
e Afterclicking on button, alert message will be displayed in Figure 3.3.1-6 and Figure 3.3.1-7
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| CONFIRMATION

1 |

i 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
el

Ok

Figure 3.3.1-7 Message Information

e Click on the button.

Complaints No will be automatically generated for future reference.

(5 msstgaton | 1y tton will be enabled when Product Complaints record is saved.

B COMPLAINT DELAILS

T ATMANT PAR TN ARS

TO R OO L ITY PUAREACTST

iy Ergish Em-m@.mm_ﬂ_;_

Yeu ® Mgy Corpiart b Cipai

TR FAFRIAS Crusted By —

Y

STEP 11

Click on the CA L
Note

Figure 3.3.1-8 Send for Investigation

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

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

e Click on the IZ 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

(Ph[B

Note

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

Transaction Type | remrsacthon Mo Elsginn ] doree Task Sistus Froen DbndtiThespasrimmeni H Faom Llser
Procuct Complant P RoOO0R2 Hmr?g:j- 0344 rrvasbgaion - Pandesg WAOAD 12 - -
T S—. PN | ergon Percieg | WAD 12 ) §
Produet Cormplaict PCIS000024 HMDAGOISOEAS |y stigation - Panding | WAD 12 po- i
Priochact Corrplast PCHS0000ES TDACIETET | iggngation - Panding | UNIT FARMAS! KLINIK PAIAR
Priochet Coerplart PCES000025 HPOAROLE D613 | matgation - Pensing | STOR FARMAS! aia .
Prod.et Complant PC1500002T HDATIE OIS | o mstgation - Pending | STOR FARMAS! - .
RCL Traraacton oo RC1S000016 TWESEERE T3 58 | Prpeing tor Approval STOR FARMASS | — .
S Mbviarey heere SMSH0000H ISESRNE D | peieg Foe Apprsval | STORFARMAS! —— -
Proct Complant PCECO0II0 @ ISTSESOT | . gstigation - Panding | STOR FARMAS! - .
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

PO DOMPLAINT DETAILS

- CXMSPLATMANT PARTICIR ARS

TO B COMPLETEER Y PHARMACLST

[ 7 | & | Mazy Engan | B || X
Catalogue Bem s ® N Compland Satus reeatigation - Pending
Lindt Narmay STOR FARMAS Croated By - - -

A- PRODUICT 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
Il.  Full Complaints Details
Ill.  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.

L 1| & | May  Ecgun | B || X ||

Catalogua Bem Vs ¥ My Complart Status rveaboated - abd

Uit Harma STOR FARMAS! Croatnd By e

- PRODUCT PARTICULARS

W-FULL DOMPLATNT DETATLS

- COMPLATHANT PARTICULARS

g Mot Arbar ban Batuuddn Dige URGEAUS
Complaed Valef? @ =Ye' My "

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.

TR ——

CONFIRMATION

e COMF0O001: Data have been modified. Save

| @ Changes?

| Cancel || Yes || No |

Figure 3.3.2-4 Save Record

e Click on the button to confirm save.
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INFORMATION

INFO0678: 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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