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1.0 Introduction

1.1 Overview of PhIS

(Ph[S

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 gk~ whPE

©

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 Q Refresh Screen

Expand Menu Collapse Menu

Expand Module Collapse Module

‘Eﬁ]lﬁl

B ‘ Add/Create New Record Save

ERL

‘ Close Window Calendar Icon

A= 2
=

®||x]

‘ Save Transaction \I’ Delete Record
(S Export o Excel E)épt?)rthsglofrilteFrom PDF [ o ] OK Button
Yes Yes Button No Button
Radio Button ol Checkbox
| | éiizgtélgg?o?cho. | | ?)lijstglr;;tlg:grli):eve Box
a Reset Login Screen \Z’ Show Help
] Home Display Home Tab Search Record
‘g‘ Cancel | 4 Dropdown Box
|E| Search Icon t 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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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
3.3
3.1 3.2 Product
) - Product ] 3.4
View Existing . Complaints N
Complaints DIS Investigation
Records Non Catalogue
Catalogue Item

Item

3.2.1 331

Product New Drug
| | Complaints - Product
Drug Complaints
3.2.2
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-10" E Page 3




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

ray O Al Mdiess

3.1 View Existing Product Complaints Record
To view existing Product Complaints record, perform the steps below:

‘M PHARMACY INFORMATION SYSTEM

_ HOSPITAL PAKAR SULTANAH FATIMAH, MUAR Logout
=] Home
Patient M t
[ Patient Managemen E]
Inventory
O Procurement
Inventory Managem Complaint No 2| Complaint Type: I -
ol Distribution — —
o) Receive ltem Complaint Date From (mfl Complaint Date To (]
[ Stock Checking and Store — T
Verification Complaint Status [An v |

Product Quality
Product Complaints
Quarantine

Condemn and Write Off Complaint No. El Complaint Date % Complaint Type % Item Name Item Code Product Name on Label Complaint Classification Complaint Status &

Recommended Condemn

[ Returned ltem

0 Others
@ Pharmacy Transaction
O Maintenance

[ ReportEnquiry

Figure 3.1-1 Create New Product Complaints

STEP 1
Click on ‘Inventory' menu and click on ‘Inventory Management’ Sub-Menu
STEP 2
Click on ‘Product Quality’ and click on ‘Product Complaints’ Sub menu
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

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 4
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(Ph[S

5

ae
E Home
[ Patient Management
2 Inventory
[ Procurement
# Inventory Management
[ Distribution
[ Recsive ltem
© Stock Checking and Store
Verification
1 Product Quality
Product Complaints.
Quarantine
1 Condemn and Write Off
Recommended Condemn  {
List :
© Returned ltem '
[ Others
© Pharmacy Transaction
[ Maintenance

@ PHARMACY INFORMATION SYSTEM

HOSPITAL PAKAR SULTANAH FATIMAH, MUAR

Product Complaintsx

Home
PRODUCT COMPLAINTS

Logout

Complaint No. | Complaint Type A

Complaint Date From

Complaint Status

Complaint Date To
@

Iltem Code

Complaint No.

ltem Name Product Name on Label

Complaint Classification

STEP 4

Click on the

Note

The result display wil

STEP 5

Q_ Search

Figure 3.1-2 Create New Product Complaints

button

| be based on the entered criteria as shown in Figure 3.1-2.

Double click on the selected record and the details will be displayed

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E
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By O A Mdirse

3.2 Product Complaints Catalogue Item

(Ph[S

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

Quarantine -
03 Condemn and Write OFf
O Returned Item
0 Others
O Pharmacy Transaction

B Complaint Date & Complaint Type ¢ Iterm Name

Iltem Code Product Name on Label

O Maintenance
O Report/Enquiry

[ Home
Patient M t
O Patient Managemen [I]
@ Inventory
[ Finance
O Procurement Complaint No 2) Complaint Type (A v
# Inventory Managemen — —
[ Distribution Complaint Date From | Complaint Date To |
[l Receive ltem — o
5 Stock Checking and Store  COMPIaint Status A A
Verification
1 Product Quality
Product Complaints

Figure 3.2.1-1 Product Complaints
STEP 1
Click on ‘Inventory menu’ and click on ‘Inventory Management’ Sub-Menu

STEP 2

Click on ‘Product Quality’ and click on ‘Product Complaints’ Sub-Menu.

STEP 3

Click on the [I] button to record new complaints

A- PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

PRODUCT COMPLAINTS

Catalogue ltem @Yes OMo Complaint Status [©pen
Unit Name FARMAS| BEKALAN WAD Created By § - ]
o

(Bl J(x] |

Figure 3.2.1-2 New Drug Product Complaints — Catalogue ltem

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E
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(Ph[S

¢ Product Complaints screen will be displayed

in Figure 3.2.1-2

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.

Catalogue Item

@®Yes ONo

Complaint Status

Unit Name FARMASI BEKALAN WAD

| Created By

Drug | MNon Drug

Complaint No.

ltem Description

ks

@ | Amiodipine 10 mg Tablet

tem Code 2001100
Name of Product On Label ‘-\m\ompina
Registration No.(MAL) ‘907754-09853

@®APPL Product () Local Purchase
(O Central Contract

Type of Supply *

B-FULL COMPLAINT DETAILS
C- COMPLAINANT PARTICULARS

ACKNOWILEDGED BY

FEEDBACK FROM NPRA

PRODUCT COMPLAINTS

(B](e](x]

[open ]

—

A- PRODUCT PARTICULARS

‘ BATCH DETAILS

1 "

|EK|1156'3

Batch No.

[1-1/11

Expire Date

»

Manufactured Date

‘314‘1212021 |

Figure 3.2.1-3 Product Particulars

STEP 4

Click on Item Description i'

button and ‘Search Item Description’ window will be displayed as Figure 3.2.1-4

Search Item Description

[x]

Item Description [am\umpme\ X | ltem Code | |
1 iz »|» [1-10/19]
Item Description 4 Item Code 4 Brand Name B

Amlodipine 10 mg and Valsartan | cnappn1g3sT1002XX 01 EXFORGE

160 mg Tablet

Amlodipine 10 mg Tablet CDBCAD1000T1002XX 01 AMLOVAS

Amlodipine 10 mg Tablet CDSCAD1000T1002XX.01 HOVASC

Amiodipine 10 mg Tablet C0BCAD1000T1002XX.01 HOVID

Amiodipine 10 mg Tablet C02CAQ1000T1002-30 HOVASC

Amiodipine 10 mg Tablet CDBCAD1000T1002XX 04 (GENERIC NAME)

Amiodipine 10 mg Tablet CDBCAD1000T1002XX 04 VAMLO

Amlodipine 10 mg Tablet 02.0011.02 HOVASC

Amledipine 5 mg and Valsartan 160 C09DB01935T1002XX 01 EXFORGE

mg Tablet

Amlodipine 5 mg Tablet 02.0012.02141T7 AMLOVAS

Figure 3.2.1-4 Search Item Description

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E

Page 7




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

e Item Description and/or Item Code allows to do random search based on criteria entered regardless partially
and/or fully. Click on the il b ttoN.

« Type of Supply will be selectedautomatically based on the Item Description selected.

STEP 5
Enter Name of Product On Label and Registration No. (MAL)

STEP 6

Click on the E] Batch Details button and ‘Batch Details' window will be displayed as Figure 3.2.1-5

BATCH DETAILS

Batch No. | BJO4546

Expiry Date | 3110372021 |&)
El

Manufacturing Date |

Figure 3.2.1-5 Batch Details
STEP 7

Click on Batch No. i' button and select batch no

Note
Expiry Date and Manufacturing Date will be display based on selected Batch No

STEP 8

Click on the button to save the record

PRODUCT COMPLAINTS

(B)e|x]

Catalogue Item @®Yes (ONo

Complaint Status \'Open |
Unit Name FARMASI BEKALAN WAD | Created By [ ]
A-PRODUCT PARTICULARS
B-FULL COMPLAINT DETAILS
A) Complaint Classification  * [] Quality  [] Label D) For complaint regarding EFFICACY , please fill in this section
[] Efficacy [ ] Packaging i) Number of patient(s)having the problem
[] ©Otners please specify ii) Does the complaint happen after brand swilching
iii} If Yes, please state the brand(with registration no.)used before 1 2
B) Complaint Description (Please provide brief description about the complaint issue) 1 0 E) Sample of product complaint attached @®Yes ONo  *
Unclear Label i) Quantity submitted(Please specify) [ 10=
ii} If not.please stale reason
C) Extent of Complaint suantiwfpememage of products involved,eg:Number of products invelved compared to quantity received) iii) Storage condition \ Moderate - Room Temperature v \ -

10% Q-‘D " Aachment 1 Attachment I&lewAtta(hment biif
Attachment 2 Attachment I&lewAtta(hment b}

“*Maximum size allowed =2MB per attachment

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.2.1-6 Full Complaint Details

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 8
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STEP 9

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 10
Enter Complaints Description

STEP 11
Enter Extent of Complaints

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 12
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 ij) Reason
STEP 13

Click on the M button to attach any document related on the complaint

PRODUCT COMPLAINTS

(7] (B)le ] x]
Catalogue Item ®Yes ONo Complaint Status \:Open \

Unit Name FARMASI BEKALAN WAD | Created By [y ]

E Non Drug

A- PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

Name

\
Workplace @ ‘FARMASI BEKALAN WAD | .
Phone \ narresa2it| - Extension [ |

Date (2210812019 ) Email [ |

Approved By | 2|+ Designation [ I
Approved Date 2200812018 @)

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.2.1-7 Complainant Particulars

STEP 14
Enter Name, Workplace and Phone . Extension and Email is optional field

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 9
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STEP 15

Select Approved By by click on the _| button and select Approved Date from _| button

PRODUCT COMPLAINTS

Catalogue Item ®Yes ONe

Complaint Status | Open
Unit Name

FARMAS| BEKALAN WAD Created By [Suseela aip Gopal
(o [ 555

A- PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS
C- COMPLAINANT PARTICULARS

Name

[siTINGR AINI

Workplace ‘FARMAS\ BEKALAN WAD

Phone [ 0377654211| *

Extension [ |
Date

(221082019

Email | |

Approved By | satwaniza Salim

R * Designation [ ]
Approved Date 22/08/2019

=)

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.2.1-8 Product Complaint
STEP 16

Click on the button to save the record

Note

o After clicking on button, alert message will be displayed in Figure 3.2.1-9 and Figure 3.2.1-10

CONFIRMATION

@ COMFOD02: Are you sure you want to save?

[ cancel || ves |[ Mo |

Figure 3.2.1-9 Confirmation Message

e Click on the button.

INFORMATION

@ INFOO067S: Record has been saved successfully

| oK |

Figure 3.2.1-10 Information Message

e Click on the button.

e Complaints No will be automatically generated for future reference.

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 10
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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
start from000001 at the beginning
of every calendar year.

5-10 Running No

Table 3.2.1-1

e Send for Investigation (% Sendforinvestigation o oo col Request @*CancelReausst o will be enabled once user
saves the Product Complaints record.

PRODUCT COMPLAINTS

@ @ (8 Send for Investigation | @ Cancel Request [z}

Catalogue Item ®Yes ONo Complaint Status [open ]

Unit Name [FARMASI BERALAN WAD ] Greated By f ]

o

A- PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.2.1-11 Product Complaints

Note
User is allowed to modify the information before send for investigation

STEP 17

Click on the (2 Sendforinvestigaton ) 101 46 send the record for investigation

Note

User is allowed to cancel the request by click on the @ CancelRequest ) 114

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 11
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3.2.2 Product Complaint Investigation - Drug

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.

TASK LIST |

Transaction Type: | Product Complaint v |
. ” [1-3/3]
Transaction Type ] Transaction No. E Item Group ] Date/Time Task Status From Unit/Department E From User
Product Complaint PC17000012 221172017 08:39 AM Investigation - Pending FARMASI NUTRISI PARENTERAL =
Product Complaint PC12000002 11/01/2018 03:01 PM Investigation - Pending WAD 17 (PAED)
Product Complaint PC18000026 1 Drug 22/08/2019 01:06 PM Investigation - Pending FARMASI BEKALAN WAD
S

3.2.2-1 Task List

Note
User can filter task list for Product Complaint record by selecting Transaction Type: Product Complaint and click on

the button

STEP 1

Click on the Transaction No. hyperlink and the Product Complaints screen will be displayed as shown in the Figure
3.2.2-2

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

L1ES

Catalogue Item ®Yes ONo Complaint Status [Investigated - valia ]

Unit Name (FARMASI BEKALAN WAD ] Created By [Susee\a alp Gopal ]

Drug
A- PRODUCT PARTICULARS
B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

Internal Investigation Findings @v” . Remarks

Complaint Valid? @VES ONo * Name [ System Administrator 2)
Quarantine Required? @Yes ONa@ Designation [Pegawa\ Perubatan Pakar ]

Date 2210812019 @

FEEDBACK FROM NPRA

Figure 3.2.2-2 Product Complaints - Acknowledge By

STEP 2
Enter Internal Investigation Findings

STEP 3
Select Complaint Valid? 'Yes' or 'No' radio button

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

e If'No'is selected, user is required to enter Reason.

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 12
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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.

PRODUCT COMPLAINTS

()8]

Catalogue Item @Yes ONo Complaint Status [1nvestigated - vaiia |

Unit Name (FARMASI BEKALAN WAD ] Created By [: ]

Drug
A-PRODUCT PARTICULARS
B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Explanation

valid Attachment o nctachment] [ | ew atcachment| 1
**Maximum size allowed =2MB per attachment

Updated By ‘ = ‘ 2|

Date [221082019 =]

Figure 3.2.2-3 Product Complaints - Feedback From NPRA

STEP 5
Enter Explanation

STEP 6
Click on the @] button to upload related document into the system

STEP 7

Click on the button to save the record

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 13
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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:

@ PHARMACY INFORMATION SYSTEM

MENU HOSPITAL MIRI

@a

PRODUCT COMPLAINTS

Patient M: t
[ Patient Managemen E]
#1 Inventory

) Finance

1 Home

O Procurement

Complaint No 2| Complaint Type | An M
1 Inventory Management — —
[ Distribution Complaint Date From ]| Complaint Date To ]|
[l Receive ltem —
O Stock Checking and Store | ComPIaint Status [An M|
Verification

1 Product Quality [1-111]
Product Complaints
Quarantine = Complaint Date & Complaint Type & Item Name Item Code Product Name on Label | Complaint Classification Complaint Status &
03 Condemn and Write Off
O Returned ltem
O Others
O Pharmacy Transaction
O Maintenance
O Report/Enquiry

Figure 3.2.3-1 Create New Product Complaints

STEP 1
Click on ‘Inventory’ menu and click on ‘Inventory Management’ Sub-Menu.

STEP 2
Click on ‘Product Quality’ and click on ‘Product Complaints’ Sub-Menu.

STEP 3
Click on the E] button

Note
Product Complaints screen will be displayed in Figure 3.2.3-2

[roworcmsme
(2] (Blle] x]

Catalogue Item @Yes ONo Complaint Status [open ]

Unit Name MALE ORTHOPEDIC WARD Greated By [ = ]

- Non Drug

A. PRODUCT INFORMATION

B- PROBLEM DESCRIPTION

C- CONSEQUENCES AND HISTORY OF PROBLEM

D- REPORTER IDENTIFICATION

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

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

STEP 4
Click on the Non Drug tab

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

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

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 14
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PRODUCT COMPLAINTS

(2]

Catalogue ltem @®Yes OMNo Complaint Status [open ]

Unit Name MALE ORTHOPEDIC WARD ‘ Created By [SAR\DA BINTI BANTANGON ‘

Non Drug

A. PRODUCT INFORMATION

1. Product Type/Application(eg. Urinary catheter) | Bandage v |- Complaint Mo. [ ]

2. Brand/Trade Name and Model Number

[suraiPrRO | 6 Manufacturer's name, address and telephone | |
3. ltem Description | Bandage Crepe 10cm BPC 2| ’@ 7. Supplier's name, address and telephone | |
4. SerialfBatch/Lot Number |505.1741117 2| 8. Has the manufacturer been inform? @Yes ONo  *
5. Date oTmanutacture ( | g.Istne available for @Yes ONo  *

Date of purchase (2710812018

J
Date of expiry (3011172020 ]

GMDN Registration No.(if any) |

B- PROBLEM DESCRIPTION

C- CONSEQUENCES AND HISTORY OF PROBLEM

D- REPORTER IDENTIFICATION

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.2.3-3 Product Particulars

STEP 5

Select Product Type/Application (e.g. Urinary catheter) from dropdown menu

STEP 6

Select Item Description

Note

e System will display Search Item Description window as Figure 3.2.3-4.
Search Item Description [Z]
Itemn Description |—| Item Code |—‘
1 i [1-10/10]
Item Description ] Item Code ¥ Brand Name 5

Bandage Crepe 10cm BPC 09.0201.06 SURGIPRO
Bandage Crepe Scm BPC 09.0201.07 SURGIPRO
Bandage Crepe 5cm BPC 06.0201.07 (GENERIC NAME)
Bandage Crepe 7.5cm BPC 09.0201.05 SURGIFRO
Bandage Crepe 7.5cm BPC 09.0201.05 (GENERIC NAME)
Bandage Orthopaedic 15cm x 2.7M 08.0202.03 SS8E
Bandage Orthopaedic S5cm x 2.75M 09.0202 01 SSE
Bandage Orthopaedic 7.5¢cm x 2.75M 09.0202.02 SSE
Bandage Orthopaedic 7.5cm x 2.75M 06.0202.02 (GENERIC NAME)
Bandage Triangular 130cm = 80cm x 90cm 09.0205.02 SURGIPRO

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

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

STEP 7
Select Serial/Batch/Lot Number

Note
e System will display as Figure 3.2.3-5.

U. MANUAL_INV_PRODUCT COMPLAINTS-10" E Page 15




.

D\ s

S [
L

By O A Mdirse

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

Search Batch Mo. E]
santo. | =

1 i [1-8/8]

Batch No. E
5051741117
5051681117
505.1361017
505.1280017
505.1250817
505.1201114
505.1191114

505.1131114

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

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

STEP 8

Select the button for question 8 & 9

Note

Optional field:
I. GMDN Registration No.(if any),
Il. Manufacturer's name, address and telephone
lll. Supplier's name, address and telephone

[roomomars
(Blle]x]

Catalogue Item ®Yes ONo Complaint Status [open ]

Unit Name MALE ORTHOPEDIC WARD Created By [‘ N I

[558 | wornoms

A. PRODUCT INFORMATION

B- PROBLEM DESCRIPTION

Problem Description o

C- CONSEQUENCES AND HISTORY OF PROBLEM

Broken ‘ N

Conseguences and history of problem ‘ ‘

D- REPORTER IDENTIFICATION

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.2.3-6 Problem Description/Consequences and History of Problem
STEP 9
Enter Problem Description

Note
Enter Consequences and history of problem if any
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PRODUCT COMPLAINTS

Catalogue Item @Yes ONo Complaint Status [Gpen
Unit Name MALE ORTHOPEDIC WARD J Created By [ ]

A. PRODUCT INFORMATION

B- PROBLEM DESCRIPTION

C- CONSEQUENCES AND HISTORY OF PROBLEM

D- REPORTER IDENTIFICATION

1. Name [Ecrmiar. cmt men.

‘ *
2. Position/Occupation [oururawat |
3. Depl/UnitWard and Institution | ward 4 |+
‘,
\
‘ B

4. Address |

5. Telephone | 047765432

6. Fax [

7. Email |[zican@gmail.com

ACKNOWLEDGED BY
FEEDBACK FROM NPRA

Figure 3.2.3-7 Reporter Identification

STEP 10
Enter

I. Name

Il. Position/Occupation

lll. Dept/Unit/Ward and Institution
IV. Telephone

V. Email

Note

Optional field:
I. Address
Il. Fax

STEP 11

Click on the the button to save the record

Note
o After clicking on button, alert message will be displayed in Figure 3.2.3-8 and Figure 3.2.3-9

CONFIRMATION

@ COMNFO002: Are you sure you want to save?

[ cancel || ves |[ mo |

Figure 3.2.3-8 Confirmation Message

e Click on the button.
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INFORMATION

@ INFODE7S: Record has been saved successfully

QK

Figure 3.2.3-9 Information Message
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 3.2.3-1

e Send for Investigation [ S ety

and Cancel Request @*CancelReauest p 110 \ill be enabled once user
saves the Product Complaints record.

PRODUCT COMPLAINTS

(4])(&)

Catalogue Item

@ (3 era o st | @ can s B [ |

\:Ouen |

@®Ves ONo

[MALE ORTHOPEDIC WARD |

Complaint Status

Unit Name

Non Drug
A. PRODUCT INFORMATION

1. Product Type/Application(eg. Urinary catheter)

Greated By [ . ]

| Bandage Complaint No. [chouuom |

2. Brand/Trade Name and Model Number [surRsIPRO 6. Manufacturer's name, address and telephone | ‘

3. Item Description

| Bandage Crepe 10cm BPC |
|

4 Serial/Batch/Lot Number ‘ 5051741117 8. Has the manufacturer been inform? @Yes ONo *

@Yes ONo  *

&. Date of manufacture

9. Isthe available for

Date of purchase 27/08/12018

Date of expiry 30r11/2020

J
| = 7. Supplier's name, address and telephone | ‘
J
J
J
J
GMDN Registration No.(if any) J

B- PROBLEM DESCRIPTION

C- CONSEQUENCES AND HISTORY OF PROBLEM

D- REPORTER IDENTIFICATION

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.2.3-10 Product Complaints

Note
User is allowed to modify the information before send for investigation

STEP 12

Click on the [ Send for Investigation

button to send the record for investigation

Note

User is allowed to cancel the request by click on the (@*€ancelReauest 40
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3.2.4 Product Complaint Investigation - Non Drug
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

Transaction Type: fProduct Complain v |

1 "

[1-2/2]

Transaction Type = Item Group ] Date/Time Task Status From Unit/Department B From User
Product Complaint PC19000003 Drug 23/09/2019 10:00 AM Investigation - Pending MALE ORTHOPEDIC WARD
Product Complaint PC15000004 1 Non-Drug 23/08/2019 02:58 PM Investigafion - Pending MALE ORTHOPEDIC WARD
g

3.2.4-1 Task List

Note
User can filter task list for Product Complaint record by selecting Transaction Type: Product Complaint and click on

the button

STEP 1
Click on the Transaction No. hyperlink and the Product Complaints screen will be displayed as shown in the Figure
3.2.4-2

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

Ay LEs
Catalogue Item @Yes ONo Complaint Status [Investipated - Valid ] |
Unit Name [MALE ORTHOPEDIC WARD ] Created By [ ]

Non Drug
A. PRODUCT INFORMATION

B- PROBLEM DESCRIPTION

C- CONSEQUENCES AND HISTORY OF PROBLEM

D- REPORTER IDENTIFICATION

ACKNOWLEDGED BY

Internal Investigation Findings e alid * Remarks
Complaint Valid? @ : @Yes ONo  * Name [ - |

Quarantine Required? @Yes ONo Designation [

Date 2310872018

FEEDBACK FROM NPRA

Figure 3.2.4-2 Product Complaints - Acknowledge By

STEP 2
Enter Internal Investigation Findings

STEP 3
Select Complaint Valid? 'Yes' or 'No' radio button

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

e If'No'is selected, user is required to enter Reason.
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Select from the ‘Yes’ or ‘No’ for Quarantine Required? radio button

STEP 4
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.
PRODUCT COMPLAINTS
=) (7)elx
Catalogue Item @ves ONo Complaint Status ‘ilnvﬁugzleﬂ -valid \
Unit Name [MaLE ORTHOPEDIC WARD ) Created By | [ ]
Non Drug
‘A. PRODUCT INFORMATION
B- PROBLEM DESCRIPTION
C- CONSEQUENCES AND HISTORY OF PROBLEM
o tachment] | | e Attachment| B
**Maximum size allowed =2MB per attachment
)

EYES

D- REPORTER IDENTIFICATION
ACKNOWLEDGED BY
: Attachment
[
2anem01s

FEEDBACK FROM NPRA
Explanation e valid
Updated By

Date

Figure 3.2.2-3 Product Complaints - Feedback From NPRA

STEP 5
Enter Explanation

STEP 6
Click on the @] button to upload related document into the system

STEP 7
Click on the button to save the record

Page 20
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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

PRODUCT COMPLAINTS
[ Home
0 Patient Management
’
@ Inventory
[ Finance
O Procurement Complaint No 2) Complaint Type [ v
1 Inventory Management — —
[ Distribution Complaint Date From | Comglaint Date To |
[l Receive Item — o
o Stock Checking and Store  COMPlaint Status Al A

Verification

1 Product Quality
Product Complaints
Quarantine h Complaint No. & Complaint Date B s
«
i

5 Complaint Type - itern Name Item Code Product Name on Label Complaint Classification
[ Condemn and Write Off

C) Returned Item
o Others
O Pharmacy Transaction
O Maintenance
O Report/Enquiry

Figure 3.3.1-1 Product Complaints Listing Page

STEP 1
Click on ‘Inventory’ menu and click on ‘Inventory Management’ Sub-Menu.

STEP 2
Click on “Product Quality’ and click on ‘Product Complaints’ Sub-Menu.

STEP 3
Click on the [I] button

Note
Product Complaints screen will be displayed in Figure 3.3.1-2

PRODUCT COMPLAINTS
B (Bl
MALE ORTHOPEDIC WARD

Catalogue ltem Complaint Status [open ]

Unit Name Created By ; ]

[oms |

A-PRODUCT PARTICULARS
B-FULL COMPLAINT DETAILS
C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.3.1-2 Product Complaint - Non Catalogue Item

STEP 4

Click ®No on the Catalogue Item

Note
e These three (3) in a New Product Complaints form are required to be filled:
l. Product Particulars
Il. Full Complaints Details
Il. Complainant Particulars
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e The sections can be maximized or minimized by clicking on its Header.

A- PRODUCT PARTICULARS

PRODUCT COMPLAINTS
Catalogue Item OYes @®No Complaint Status [onen
Unit Name MALE ORTHOPEDIG WARD | Created By [
Drug

Complaint No [ ]

| BATCH DETAI
Item Name Paracetmol 500mg Tablet | N [E
ltem Code 06.0001.02 | -
Name of Product On Label |Paracetamol | * i
| -

Batch No. £

Reqistration No.(MAL)
Type of Supply

|77896-0008
®APPL Product O Local Purchase
OCentral Contract ) Others,please specify

Expire Date

‘ 03-44352-4432 ‘ 30/07/2020

B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Manufactured Date £

|DW:’01/ZD1 ]

[1-111]

Figure 3.3.1-3 Product Particulars

STEP 5
Enter following field:
. Item Name
Il. Item Code
Il Name of Product On Label
V. Registration No(MAL)
V. Type of Supply

STEP 6

BATCH DETAILS

Batch No. 08-44352-4432 |*
Expiry Date 30/07/2020 G |
IManufacturing Date D1f01a’2019| ? |

Figure 3.3.1-4 Batch Details

STEP 7
Enter following field:
I Batch No
Il. Expiry Date
Il Manufacturing Date

STEP 8

Click on the button to save the record

Click on the E] Batch Details button and ‘Batch Details' window will be displayed as Figure 3.3.1-4
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PRODUCT COMPLAINTS

(] (Blle]x]
Catalogue ltem OYes @No Complaint Status \iOpen ]

Unit Name MALE ORTHOPEDIC WARD Created By = ]

Drug

A-PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS

A) Comlaint Classification  * [l Gualty 7 Label D) For complaint regarding EFFICACY . please fil n tris section
[] Efficacy [ ] Packaging i) Number of patient(s)having the problem
D Gthers,please specify iy Does the complaint happen after brand switching
i) I Yes, please state the brand(with registration no.Jused before
B) Complaint Description (Please provide brief description about the complaint issue) 1 0 £) Sample of product complaint attached @Yes ONo  *
Broken \_/ i) Quantity submitted(Please specify) [ 10
il) If not,please state reason

C) Extent of Complaint (quantity/percentage of products involved;eg:Number of products invalved compared to quantity received) i) Storage condition | Good -Less than Temperature v | =

10 1 1 " Aftachment 1 [attachment Wiewﬂtta(hment [}
Attachment 2 atachment \Mewma(hment [l

“Maximum size allowed =2M8 per attachment

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.3.1-5 Full Complaint Details

STEP 9
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 10
Enter Complaints Description

STEP 11
Enter Extent of Complaints

Note
¢ If the Complaints Classification is selected as Efficacy, these fields will be enabled for the user to
enter/select:
iii. Number of Patient(s) having the problem.
iv. 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 12
Select from the Yes/No radio button for Sample of product Complaints attached

Note
o 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
STEP13
Click on the l"‘w] button to attach any document related on the complaint
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Catalogue Item OYes ®No Complaint Status [open
Unit Name MALE ORTHOPEDIC WARD ‘ Created By [f - - m——

A- PRODUCT PARTICULARS
B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

Name | = ) -
Workplace @ ‘ﬁml}_@,@;@,waa ‘

Phone [ 067868543 | Extension [ |

Date [23mer2019
o

Approved By Q-s) [ 2 Designation [ ]
Approved Date 23/09/2019

T .
]

Email [ |

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.3.1-6 Full Complainant Particulars

STEP 14
Enter Name, Workplace and Phone . Extension and Email is optional field
STEP 15 - -
-
Select Approved By by click on the i' button and select Approved Date from E' button

STEP 16

Click on the button to save the record

Note

e After clicking on button, alert message will be displayed in Figure 3.3.1-7 and Figure 3.3.1-8

CONFIRMATION

@ COMFOD02: Are you sure you want to save?

[ cancel || ves |[ Mo |

Figure 3.3.1-7 Confirmation Message

e Click on the = button.

INFORMATION

@ INFOOE7S: Record has been saved successfully

ok

Figure 3.3.1-8 Information Message

e Click on the button.
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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
5-10 Running No start from000001 at the beginning
of every calendar year.

Table 3.3.1-1

e Send for Investigation [ Sendforinvestigaton | oy oo ol Request @ Cancel Reauest v will be enabled once
user saves the Product Complaints record.

PRODUCT COMPLAINTS

E] 1 ? (3 Send for Investigation | @ Cancel Request E]
Catalogue Item OYes @No Complaint Status [open ]

Unit Name [MALE ORTHOPEDIC WARD ] Created By | ]
Drug

A- PRODUCT PARTICULARS

B-FULL COMPLAINT DETAILS

C- COMPLAINANT PARTICULARS

ACKNOWLEDGED BY

FEEDBACK FROM NPRA

Figure 3.3.1-9 Product Complaints

Note

User is allowed to modify the information before send for investigation
STEP 17

Click on the [ Sendforinvestigaton | ) 01 44 send the record for investigation

Note

« Useris allowed to cancel the request by click on the (@*Cancel Reauest. 1, 1o

e To proceed with Product Complaint Investigation, refer section 3.2.2 Product Complaint Investigation - Drug
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4 Acronyms

Abbreviation Definition

PhIS Pharmacy Information System
CPSs 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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