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1 Introduction

Pharmaniaga Logistics Sdn. Bhd. executes software development, enhancement and maintenance
projects for its clients. The term “project” is used to describe the full set of activities from the time
the proposal is accepted and project initiation note or contract is signed to the time all the software
and services are delivered according to the acceptance of the proposal/contract.

This process is to ensure both user requirements and software requirements of the projects
developments are gathered appropriately from stakeholders and are documented in User
Requirements Specification (URS) and System Design Documentation (SDD) specifically.

‘

Purpose

The purpose of the document is to describe the purpose and functionality of the software product
requested by client. This document outlines the project's details, requirements, interface, design
issues, and components to ensure that each requirement has been met.

SDD_TDM V1.2
© 2011-2018 Pharmaniaga Logistics Sdn Bhd (PLSB) Page 1
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3 Detailed System Design

3.1

Clinical Pharmacokinetics Service (TDM) Overview
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Profile Services

4.1 sampling 4.3 44 4.5
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3.1.1 Block Diagram

6.7 Lab Based
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ialistMOIMA) ialist/MO/MA)

>
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acknowledge &
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details (Pharmacist)

6.4 Add additional
samples & complete
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information and
send the specimen
(Nurse/ ward

—> receipt of the —

pharmacist)

6.6 Record
acknowledge

specimen
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Recommendation
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place new order if
needed.
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3.2 TDM Order
3.2.1 Purpose

This module shall be used to create a new clinical pharmacokinetics services or therapeutic drug
monitoring (TDM) order for PhIS full based facilities.

3.2.2 Screen Navigation Diagram

Search for
registered patient

User

1.2

13
Create

TDM Order Sampling Details

1.4

Update
TDM Order

TDM.SND1: TDM Order

SDD_TDM_V1.2
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3.2.3

3.231 Medication Order Listing
3.2.3.1.1 Screen Design

Detail Functionality and Screen

ID TDMMO.SD1

Description Medication Order Listing

Diagram

HOSPITAL PAKAR SULTANAH FATIMAH, MUAR Change Password Logout

E‘ Home | Medication Order =
LIST OF VISITS
[C] show At | [Z] Show All By Location
MRN Patient Name
Lacation WAD 8 (MED - P) -
1 B [1-10/28]
Patient Name 3 Location Prescriber Name 3| Visit Type 3 FELIET Visit Date +| Order Status
HPSF00000001 830912015620 | KHOO ER HERN \WAD 9 (MED - P) Dr Noreen Md Arus Inpatient 0001 | 20032014 Draft
HPSFO0000005 110320011153 | PR MESHANBINMOED o uep - p) Dr Cheong Wai Seng Inpatient 0019 | 20032014 ORDERED
ZAHRAAIQTISAM BINTI | !
HPSF00000993 12021001086 | SR CTISH WAD § (MED - P} Dr. Noreen Md Arus Inpatient 0012 | 20032014 Draft
HPSFOD012441 go040a075561  MAMAT BIN WAD 9 (MED - P) Inpatient 0007 | 21/03/2014 ORDERED
o 5561 | SUWARJOYODOROYO
SARCJA AIP w Or Mohd Abaul MU'z bin '
HPSFO0004995 BE0127015230 | SARGIAAT WAD § (MED - P) Dr Mohd Abal Inpatient 0058 | 26/03/2014 ORDERED
SITI SANIAH BINTI . ] Or Mond Abaul MU'z bin
HPSF00007613 550502015752 | DL WAD 9 (MED - P) opand b Inpatient 0060 | 26/0312014 Draft
INTAN NUR SHAFIQA . Dr Mohd Abdul Mu'iz bin .
HPSFOD007995 060308017650 i AN NUR SHy WAD § (MED - P} Dr Mond Abah Inpatient 0057 | 26/03/2014 ORDERED
HPSFOD002096 530424045410 | SALIAH BINTIABDUL WAD 0 (MED - P) Dr. Noreen Md Arus Inpatient 0061 | 26032014 ORDERED
OO0 N200015032 () 1) 20370

noation 4 o 4
User: Dr Mohd Abdul Mu'iz bin Ahmad Fadzi

= K I
PHIS & CPS: v1.2.2 Last Modified: 04/06/2014 09:00AM

Notes e Click on search button to search for the patient.
¢ Double click on patient record to add new TDM order.

Cross References None

3.2.3.1.2 Application Business Rules

No. Name Description

1. | Search Patient Medication Order listing screen is displayed for user to select patient

based on user’s granted location and patient’s visit location. Listing is
sorted in ascending order based on visit date.

By default, patient’s record is displayed based on the visit type as

below:

i. Inpatient: Patient record is displayed until the patient discharge.

. Outpatient/SPUB/Outsource/Walk In: Patient record is displayed
only for one day.

iii. Daycare: Patient record is displayed until the patient discharge.

iv. Emergency: Patient record is displayed until the patient
discharge. System auto discharge after 24 hours.

Click on the Refresh button to reset all searched records and searching
criteria’s to default value.

2. | Refresh Listing

SDD_TDM_V1.2

© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB) Page 4
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3.2.3.1.3 Input Validation Rules

No. Name Description Mand Format

atory

1. MRN Medication order listing shall be retrieved from the | No Text box
database for all registered patients with visit based
on matching MRN.

2. Patient Medication order listing shall be retrieved from the | No Text box

Name database for all registered patients with visit based
on matching Patient Name.

3. Location By default, location is default to user's login | Yes Drop
location. The listed location values are based on the down list
user's granted location as setup in User Profile
screen.

4. | Show All Display patient records assigned to the login user. No Checkbox

checkbox

5. Show All by Display patients records assigned to user’s login | No Checkbox

Location location.

SDD_TDM_V1.2

© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB) Page 5
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3.2.3.2 TDM Order
3.2.3.2.1 Screen Design

ID TDMMO.SD2
Description Create New TDM Order Record
Diagram

i TDM Order Screen

MEDICATION ORDER

— —— - - - Mykad — Age 10 Years 10 Months 26 Days Gender Male VRN ——
a
1/ Address Phone And Email Diagnosis No known Allergies '
Height 135 em  Weight 43 kg BMIBSA 23.6/1.27 m® | Update | (LastUpdated: 06/11/2017 ) Nafinality - Warganegara
Upload Photo
Lab Parameter | Counseliing History | Demographic | Pharmacist Noles | Medication Profile | Other Appointmer]
Encounter No: 0827  Actual Admission Date:  20/01/2018 Afiending Practitioner. % % % W Visit Localion: PAED 2 Pensioner AS-Pesara Polis
Patient Diagnosis TDM ORDER
Allergy
= Patient Condition: Latest Lab Resuit:
idvesse D Reacticn) [ cedema ] Bum Blood Urea 4 mmollL Serum Creatinine 45 pmollL
Nutritional Assessment O O  EE———
Smoker Liver Disease Sadium 2 mmoliL Creatinine Clearance 152 79‘ mi/min
Normal Order i
1 Diayss Dehydration Potassium 2 mmoi Not accurate for children
Infusion Order test
Others, Please § Albumin 2. gL
Parenteral Nutrition et Please Speclly
atoxic Dru = 8 .
E,z_,‘mmtuﬁo: 8 DRUG DETAILS 3% New [g Clear l + Confim [Q Prescnpnnn]
Therapeutic Drug
Manitoring Indication For Request Non Compiiance v Drug Name Drug Details ORET S e
Radiopharmaceuticals TOM Drug | TOM Guidelines

Referral Visit Order Remarks

Drug Details

(Please specify current Dosage, Frequency, Start Date
& End Date)

[ A \ # Wodity 'g Clear |

. Add Sample button

Drug Details Order Remarks

&) c i 0 mg/s ml (2% wiv)
Add Sample up

40 mg/5 mi BD (02/04/2018
- 07/04/2018)

testing only ‘ i ‘ i

iii. Add Sample Details

SAMPLING DETAILS

Sampling Type v |* Drug Adminisfrafion Date/Time im| Sampling Time 1

®

iv. Sampling Details
Drug Name Drug Details Order Remarks [I’r:'f‘g

L Carbamazepine 100 ma/5 ml (2% wiv) = 80 ma/5 mi BD (02/04/2018 . .

[

= B Syrup - 07/0412018) LTI ‘ z ‘ i

o Suggested -
sampling Type ~ D'U0 I‘;‘:gr';'i"fmm““ sampling 5“““;1‘;“"?::‘““““ Lab Test Order
Date/Time
| Pre ‘ 02/04/2018 12:15 PM ‘ 30 Minutes | 02/04/2018 11:45 AM | Carbamazepine PRE

SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB) Page 6
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Notes

o Click on ‘New’ button to place new order
¢ Click on the ‘Clear’ button to cancel the task.
¢ Click on the ‘Add sample’ button to add sample.

e Click on the ‘Confirm’ button to save the order. New
TDM order No will be generated.

Format : TDMXXXXXXXXXX (10 digits running

number)
e Click on Prescription button to print the TDM order
form.
Cross References None

3.2.3.2.2 Application Business Rules

No.

Name

Description

1.

Create multiple drug
in one order

During creation of new order:
i.  User can add more drug by click on ‘Add’ button

TDM Guideline

Click on TDM Guideline hyperlink to check on the therapeutic
range. For TDM guideline master setup refer to this section : 3.7
TDM Guideline Listing Screen (Master Setup)

Drug Details

User can select drug from option as below:
i.  Current Medication

ii. Previous Medication

ii. All Drugs

Sampling Details

This section will be based on the selection of the ‘Indication for
request’ field. If the selected value is:
e Suspected toxicity
- Sampling type will be show only ‘Random’.
- Date and time will be default to current date and time with
provision to change. Calendar to be provided.
- ‘Interval’ will be default to ‘1 minutes after’ with provision to
change.

- Sampling Date/time will be calculate as ‘selected date/time
+ interval’

Random | 16/05/2012 07:20 W Interval 1 Minutes E After

e Therapeutic Monitoring or

Poor Response or

Non Compliance

- Sampling type can be ‘Pre ,Post or Random’

- User can select either only pre or post, pre and post, or
random. (If user select random, information of Pre and
Post will be clear). Sampling Details will be show as
“‘Random” Only.

- From the selected Drug Administration Date/Time system
will auto calculate the ‘Sampling Date/Time’ which is
based on the Interval selected.

- The Sampling Details will be shown based on the selected

SDD_TD

M V1.2
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No. Name Description
Drug Administration Date/Time entered.
e User can always click on ‘Clear button to clear back the
entered data.
e (Click on ‘Add’ button to add more samples.
e If the selected TDM Drug is ‘Paracetamol’ or ‘Salicylate’ the
format to do sampling will always be “Random”
Sample Id will be generated once complete the order transaction.
5. Modify order record | User can edit the patient condition and order remarks
On click of Update button, modification on the record will be
updated in order details section.
6. | Delete order record | On click of Delete button:
i.  Confirmation message will be displayed before user
proceeds to delete the drug
ii. Once user confirms to delete the record, system will delete
order and all drugs record.
iii. Screen will refresh and user is allowed to create new CDR
order.
7. | Confirm order record | On click of Confirm button:
i.  Order status is updated to ‘Ordered’.
ii. Order information will be displayed in the TDM Verification
Screen.
iii.  Print button is enabled after saving the record.
8. | Print Prescription On click of Print button:
i.  Prescription with all the ordered drugs is displayed in PDF
format. User able to print the displayed prescription.
3.2.3.2.3 Input Validation Rules
ID Name Description Mand Format
atory
1. | Indication for | A drop down combo box with values populated from | Yes Drop
Request ‘Indication for Request’ ph_ref code. The value Down
contains as below:
1) Therapeutic Monitoring
2) Suspected Toxicity
3) Poor Response
4) Non Compliance
e These value will be the search key of the TDM
Drug field
2. | TDM Drug TDM Drug is captured based on the selection of the | Yes Searching
‘Indication for Request’ field. Field
e Suspected toxicity —
- List of drugs master from
‘ph_tdm_guideline_hdrs’.

SDD_TDM_V1.2
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ID Name Description Mand Format
atory
e Therapeutic Monitoring / Poor response / Non
Compliance
- List of drugs from patient’'s Medication
Profile where tdm_yn is checked
(ph_order_normal_drugs)
- The drug details will be shown as below:
o Rx No - Order no
o Dosage - dosage
o Frequency — ph_frequencies
o Duration - duration
o Route —drug_route_seqgno
o Start Date - start_date_time_ori
o End Date - end_date_time_ori
3. | Oedema This field set to be checked or unchecked. No Check box
4. | Smoker This field set to be checked or unchecked. No Check box
5. | Dialysis This field set to be checked or unchecked. No Check box
6. | Burn This field set to be checked or unchecked. No Check box
7. | Liver This field set to be checked or unchecked. No Check box
Disease
8. | Dehydration | This field set to be checked or unchecked. No Check box
9. | Others This field set to be checked or unchecked. No Check box
10. | Others free | A free text field to enter the text with capacity | No Free text
text maximum of 100 characters. This field should
enable once user checked on ‘Others’ check box.
11. | Order A free text field to enter the text with capacity | No Free text
Remarks maximum of 100 characters.
12. | Drug Details | This will appear if the selection of drug is from | Yes Free Text
option ‘All Drugs’ or if the Indication of Request
selected is ‘Suspected Toxicity’
13. | Sampling A drop down combo box with values populated from | Yes Drop
Type ‘sampling type’ ph_ref_code. The value contain as Down
below:
1) Pre
2) Post
3) Random
*If the indication of request selected as ‘Suspected
Toxicity’ the value will always be ‘Random’ and
the selected drug also must have ‘Random’ sample
type in the TDM Guideline. Else, a pop up alert
message will appear.
- Alert message as below:
“The selected drug doesn’t have ‘Random Sample’.
Do you want to proceed”.
14. | Drug Calendar option with default to current date and | Yes Calendar
Administratio | time but, user can change accordingly.
n Date/Time | * |f the order comes from Medication Drug Profile
SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB) Page 9
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ID Name Description Mand Format
atory
the calendar selection will be within the start date
and end date defined in the order only.
* If the order is come from the Drug Master, the
calendar option will be following to current date and
time.
* If the drug route is by Infusion, interval should be
calculated by the end time of the infusion given.
15. | Interval e An alphanumeric free text field with maximum | Yes Free Text
capacity of 10 characters.
e |f sampling type is ‘Random’ - Default to ‘1" with
provision to change.
*If TDM Drug selected is “Paracetamol”, default to
‘4’ with provision to edit.
16. | Interval A drop down combo box with values populated from | Yes Drop
Description ‘interval’ ph_ref_code. The value contain as below: Down
1) Minute(s)
2) Hour
17. | Sampling Sampling Date/Time will be auto calculated in | Yes Auto
Date/Time dd/mm/yyyy format. Display
e Pre
- Drug administration - Interval time.
- E.g:15/05/2012 - 30 mins
e Post
- Drug administration + Interval time.
- E.g:15/05/2012 + 30 mins
e Random
- Drug administration + Interval time.
- E.g:15/05/2012 + 30 mins
18. | Lab Test | Auto display based on the selected “lab_order” in | YeS Auto
Order “ph_tdm_guideline” Display
19. | Sample ID Auto generated running number when sampling | Yes Auto
details (ph_sampling_details) is added. Display
The format of the Sample ID is:
Hospital prefix/SM/running no.
e.g. HSDG/SM/000001
20. | Status This field will capture status for the order. Yes Auto
Ordered — Once user save the record Display
21. | Status By This field will capture the person names who update | Yes Auto
the status. Display
22. | Status This field will capture the date/time of updated | Yes Auto
Updated status. Display
Date
SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB) Page 10
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3.3 TDM Acknowledge & Verification
3.3.1 Purpose

This module shall be used by Pharmacist to acknowledge and verify clinical pharmacokinetics
services or therapeutic drug monitoring (TDM) order.

3.3.2 Screen Navigation Diagram
( 2.1 1
Search for TDM
User

order

2.2

Acknowledge TDM
order

- » Verify TDM order

TDM.SND2: TDM Acknowledge & Verification

SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB) Page 11
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Detail Functionality and Screen

TDM Acknowledge & Verification Listing
3.3.3.1.1 Screen Design

harmaniaga

ID

TDMAV.SD1

Description

TDM Acknowledge & Verification Listing Screen

Diagram

A

Ordered Date From an Order Date To len|
Location Type v Location ‘ v
TDM Order No Slatus v
IC No/Other Identification
TDM Drug Ordered By F.
Acknowledged By MRN P
Basic Search
Search Results
1 s v [1-10/46]
TOM Order No & TOM Drug Patient Name o ERLE e Ordered By 4| Ordered Date/Times|  OrderStatus |  Drug Info
TDMO000003620 f’v:r’)"g;"[ﬂ;ep'"emo IS % | - 890403105702 | § -—— 02/0472018 12:14 | Ordered Drug Info
TDM0000003617 m‘g‘t‘l’gg‘{g?&ﬁgf%‘ infom | - 830711126009 | & 2600320181105 Ordered Drug Info
TDMO0000003616 Carbamazepine 200mg Tablet - - -a - 950630136199 '-‘ S 28/03/2018 03:19 Ordered Drug Info
TDM0000003615 Carbamazepine 200mg Tablet - - 840801135215 ' -  E—— 28/03/2018 03:03 Verified Drug Info
TDM0000003608 ol 10| - - — 1460831135238 | |0 - 220212016 10:18 | Verified Drug Info
Notes e Click on the ‘Search’ button to search the order.
e The Basic search as below:
- Ordered Date From
- Ordered Date To
- Status
- TDM Order No
e The Advance search as below:
- Location Type
- Location
- TDM Drug
- Ordered By
- Acknowledge By
- MRN
e Double on the patient record to open TDM verification screen
Cross References | None

3.3.3.1.2 Application Business Rules

No.

Name

Description

1.

Search Transaction

Latest TDM Order date/time

If user enters multiple search criteria, system will display

Click on the ‘Search’ button to search the existing record:
By default filter record by :

the search results based on the specified criteria

If no criteria entered, system will display all transactions

SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB)

Page 12



g &) 3‘
LY .".. > ]

e
[

PhiS& CPS PROJECT

niaga

No.

Name

Description

2.

View search result in

listing page

i. TDM Order No: Display TDM Order No
ii. TDM Drug: Display TDM drug
iii. MRN: Display patient MRN No.

v. IC No/ other identification:

Vii.

screen.

Columns in search result listing are displayed based on:

iv. Patient Name: Display patient registered name.

Display patient IC No or Other
identification no as registered in patient management screen.

vi. Ordered By: Display name of the prescriber
Ordered Date/time: Display ordered date/time
viii. Order Status: Display value from ‘Status’ field in transaction

ix. Drug Info: Display drug information for the selected drug

3.3.3.1.3

Input Validation Rules

ID

Name

Description

Mand
atory

Format

Ordered
Date From

Ordered Date From to be entered in dd/mm/yyyy
format. Calendar selection to be provided

No

Calendar

Ordered
Date To

Ordered Date To to be entered in dd/mm/yyyy
format. Calendar selection to be provided

No

Calendar

Location
Type

Location Type to be selected from the dropdown
combo box with values as configured in the
‘Location Type’ ph_ref_code.
The list as below:

- Clinic

- ER

- Nursing Unit

- Pharmacy

- Day Care

No

Drop
Down

Location

Location to be selected from the dropdown combo
box with values as configured in the master setup.
(ph_location_setup)

No

Drop
Down

TDM Order
No

An enterable lookup field which will display list of
TDM Order No in popup screen.

No

Free Text

Status

A drop down combo box with values populated from
‘tdm_status_verify’ ph_ref_code
Value as below:

1) Ordered

2) Acknowledge

3) Verified
*The query’s criteria also will be depends on the
user role. If the user got verify role then the Verify

button should appear, else the verify button will
disappear.

No

Drop
Down

SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB)
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ID Name Description Mand Format
atory

7. | TDM Drug An enterable lookup field which will display list of | NO Searching
TDM Drugs in popup screen. TDM Drugs is capture Field
from ph_tdm_guideline_hdrs.tdm_drug

8. | Ordered By | An enterable lookup field which will display list of | No Searching
user name (ph_user_details) in popup screen. Field

9. | Acknowledge | An alphanumeric free text field with maximum | No Free Text

d By capacity of 20 characters.

10. | MRN MRN No should be selected from patient search | NO Searching

box Field

SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB)
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3.3.3.1 TDM Acknowledge & Verification Screen
3.3.3.1.1 Screen Design

ID TDMAV.SD2
Description TDM Acknowledge & Verification Screen

TDM VERIFICATION
INFANT XIAO FANG BINTI ABDULLAH Mothier IC 890403106702 Age 02 Months 05 Days Gender Male MRN HMIRI00250320
p Address Phone And Email Disgnosis No known Aflergies -
Height 12 cm Weight 252 kg BMYBSA 1751000 m? (Last Updated : 02/0412018 ) Nationality - Warganegara
Upload Photo

Lab Parameter | Demographic | Pharmacist Notes | Medication Profile | TOM Guidelines

Encounter No: 0891  Aclual Admission Date:  01/02/2018 Atiending Practiioner: Visit Location:  PAED 2 Pensioner  AS-Pesara Polis-6585858
SCREENING DETAILS
Patient Condition: Latest Lab Result:
TOMOrderNo  TDMD000003620 Ocdema O Bum Blood Urea 34 mmoiL
Drug Name Carbamazepine 100 mg/5 ml (2% wiv) Syru
N o oS mi ¢ ) Syrup Smoker [ Liver Disease Sodium 5 mmollL
Ordered By [system Administrator
[ pialysis Dehydration
Indication For [Won Compiiance v testing Potassium 2| mmoin
Request Others, Please Specify Serum Creatinine 23 pmolll

testing only FE
Order Remarks Ordered Date/Time 02/04/2018 12:14 Creatinine Clearance 18.67| mimin

Not accurate for children

80 mg/5 mi BD (02/04/2018 - 07/04/2018) Albumin 2 gl

Drug Details

(Please specify current Dosage, Frequency, Start Date & End
Date)

SAMPLING DETAILS
4 Add New Sample
1 [1-1/1]
Sampling Type Drug Administration Date/Time s SamplingTime + Suggested Sampling DatefTime B Lab Test Order
| Fre 02/042018 12:15 30 Minutes 0210412018 11:45 | carbamazepine FRE | orgered
Acknowledged By Acknowledged Date/Time *
@ cancelOrder | | [ save | Acknowledge erify

Notes . ( ’ Edit | . .
e Click on = button to activate the ‘Acknowledge’ and ‘Verify’

button

¢ Double click on the sample record to edit the sampling details

e Click on ‘Cancel Order’ button to cancel the order and status will be
‘Cancelled’

e Click on ‘Acknowledge’ button to acknowledge the order and status
will be ‘Acknowledge’

e Click on ‘Verify’ button to verify the order and status will be ‘Verified’

e Click on Print button to print the TDM order form.

Cross References None

3.3.3.1.2 Application Business Rules

No. Name Description

1. | Acknowledge After click on “Acknowledge” button, will display “Verify” button
and will display Acknowledged by name and Acknowledge
Date/Time based on user login id and current date and time.

2. | Verify After click on “Verify” button, system will display Verified by name
and Verified Date/Time based on user login id and current date
and time.

SDD_TDM_V1.2
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3.3.3.1.3 Input Validation Rules
No | Name Description Mand Format
atory
1 Acknowledge | Click on ‘Acknowledge’ button to acknowledge the | Yes Others

order and ‘Verify’ button will appear. The status will
be Acknowledge. System will capture acknowledge
person name and the acknowledge date/time.

2. | Verify This button will appear upon click on ‘Acknowledge’ | Yes Others
button, the status will be Verified

3.4 TDM Sample Management

34.1 Purpose

This module shall

be used by Pharmacist to record sample management for clinical

pharmacokinetics services or therapeutic drug monitoring (TDM) order. Sample can be either
processes in lab based, pharmacy based or outsourced to other facility.

3.4.2 Screen Navigation Diagram

SDD_TDM_V1.2

User

Search for TDM

record

3.2

Collect and fill up
specimen details

Specimen send for
outsource (no lab
facility)
.
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3.4.3
3.4.3.1

PhiS& CPS PROJECT

Detail Functionality and Screen

TDM Sample Management Listing
3.4.3.1.1 Screen Design

ID

TDMSM.SD1

Description

TDM Sample Management Listing Screen

Location Type

MRN

TDM Drug

Acknowledged By

Basic Search

Diagram

SAMPLE MANAGEMENT
L]

Ordered Date From

IC No/Other Identification

Qrder Date To [en

v Location | v
~ Status v
”~ Ordered By

TDM Order No

Search Resulls

TDM0000003628

TDMO000003622

TDMO0000003620

TDM0000003615

TDMO000003613

Sodium Valproate 200 mg Tablet

Carbamazepine 100 mg/5 ml
(2% wiv) Syrup

Carbamazepine 100 mg/5 ml
(2% wiv) Syrup

Carbamazepine 200mg Tablet

Amincphylline 25mg/ml in 10ml
Injection (250mg/10ml)

HMIRI00112305

HMIRIO0097315

HMIRI00250329

HMIRI00097262

HMIRI00237258

1 /1
. . 5 o IC No/Other . a = -
TDM Order No = TDM Drug = Patient Name b \dentification Ordered Date ~| Acknowledged By |  Verified By = Drug Info

KU AH HAI 570114045413 | 04/04/2018 04:05 ;LA%‘Q'? ANAK | 5ample Accepted
ABD. RANNY B DERAHMAN 790608136061 = 04/04/2018 12:03 E\;\g‘él’e ANAK ;:?'\gli\ ANAK Sample Accepted
AT XA FANG BINTI 890403105702 | 0200412018 12:14 Cancelled
e ARLDDIN E 840801135215 | 28/03/2018 03:03 Rebesta¥eo | verified

WONG YOON LOI 741204135299 | 0710372018 0326 | KOV ANAK FLOVIAANAK | sample Accepted

[1-9/9]

Drug Info

Drug Info

Drug Info

Drug Info

Drug Info

Notes

e Click on the ‘Cancel’ button to cancel the task.
e Click on the ‘Search’ button to search the order.
e The Basic search as below:

Ordered Date From
Ordered Date To
Location type

Location

MRN

IC No/Other Identification
Status

e The Advance search as below:

TDM Drug
Ordered By
Acknowledge By
TDM Order No

Cross References

None

3.4.3.1.2 Application Business Rules

No.

Name

Description

1. Search Transaction

Click on the ‘Search’ button to search the existing record:

By default filter record by :

Latest TDM Order date/time

If user enters multiple search criteria, system will display the

search results based on the specified criteria

If no criteria entered, system will display all transactions

SDD_TDM_V1.2
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No. Name Description
2. | View search result in | Columns in search result listing are displayed based on:
listing page i. TDM Order No: Display TDM Order No
ii. TDM Drug: Display TDM drug
iii. MRN: Display patient MRN No.
iv. Patient Name: Display patient registered name.
v. IC No/ other identification: Display patient IC No or Other
identification no as registered in patient management screen.
vi. Ordered Date/time: Display ordered date/time
vii. Acknowledge By: Display name of user who acknowledge the
record
viii. Verified By: Display name of user who verify the record
ix. Status: Display value from ‘Status’ field in transaction screen.
X. Drug Info: Display drug information for the selected drug
3.4.3.1.3 Input Validation Rules
ID Name Description Mand Format
atory
1. | Ordered Ordered Date From to be entered in dd/mm/yyyy | No Calendar
Date From format. Calendar selection to be provided
2. | Ordered Ordered Date To to be entered in dd/mm/yyyy | NO Calendar
Date To format. Calendar selection to be provided
3. | Location Location Type to be selected from the dropdown | No Drop Down
Type combo box with values as configured in the
‘Location Type’ ph_ref _code.
The list as below:
- Clinic
- ER
- Nursing Unit
- Pharmacy
- Day Care
4. | Location Location to be selected from the dropdown combo | NO Drop
box with values as configured in the master setup. Down
5. | TDM Order | An enterable lookup field which will display list of | No Free Text
No TDM Order No in popup screen.
6. | Status A drop down combo box with values populated from | No Drop Down
‘tdm_status_verify’ ph_ref code
Value as below:
4) Ordered
5) Acknowledge
6) Verified
*The query’s criteria also will be depends on the
user role. If the user got verify role then the Verify
button should appear, else the verify button will
disappear.
SDD_TDM_V1.2
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ID Name Description Mand Format
atory
7. | TDM Drug An enterable lookup field which will display list of | NO Searching
TDM Drugs in popup screen. TDM Drugs is capture Field
from ph_tdm_guideline_hdrs.tdm_drug
8. | Ordered By | An enterable lookup field which will display list of | No Searching
user name (ph_user_details) in popup screen. Field
9. | Acknowledge | An alphanumeric free text field with maximum | No Free Text
d By capacity of 20 characters.
10. | MRN MRN No should be selected from patient search | NO Searching
box Field
3.4.3.2 Sample Management Screen
ID TDMSM.SD2
Description TDM Sample Management Screen
Diagram
'B‘sj\’m"OCamlomeﬂE
/f Address Phone And Email Diagnosis No known Allergies .
Height 160 cm  Waight 60 ky BMIBSA 2341163 m* (LnstUpdated: 281112017 ) Nationality - Warganegara

Upload Photo
Lab Parameter | Demographic | Pharmacist Notes | Medication Profile | TDM Guidelines
Encounter Mo 1070 Actual Visit Date:  28/11/2017 Visit Location: PHARMACY TDM Transcribed By: OTHERS (not spesific)

‘Sampling Details
11 [1-1/1]

a

.

Schedule Administration DateTime < Drug Administered By + Sample Id s Lab Test Ordered E Sampling Type ¢ Suggested Sampling DateTime & Outsource 3

| 271122017 10:00 PM ‘ OTHERS (not spesific) | HUS/5M/0000011803 | Phenytoin PRE ‘ Pre ‘ 27112017 09:30 PM ‘ ‘ Verified

e Double click on the record to “Manage Sample”. Screen as below will appear.

Biswe | x|

Actual Admin Date/Time o Sent through
Actual Sampling Data/Time [} Sample Collected By
Sample Sent Date/Time | Sent By
Sample Accepted i
Date/Time I Sample Accepted By
Remarks
Notes ¢ Click on the ‘Cancel’ button to cancel the task.
e Click on the context menu to “Reject Sample” or to “Manage
Sample”.
Cross References None

SDD_TDM_V1.2
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No. Name Description
1. Cancel Order Click on cancel button to cancel the order
2. | Reject Sample Upon click on the “Reject Sample”, a pop up message will be
prompted to validate the action, if Yes then the sample status will
be ‘Sample Rejected’.
3.4.3.2.2 Input Validation Rules
No. | Name Description Mandatory | Type
1. Drug Administered | This field will auto captured from drug | No Text
By administered person name in MAR. Field
Currently MAR system is still not ready
yet.
2. | Sent by A free text field to enter the text with | NO Text
capacity maximum of 50 characters Field
3. | Specimen Sent Date | Specimen sent date to be entered in | NO Calendar
dd/mm/yyyy format. Calendar selection to
be provided
4. | Sample Accepted | A free text field to enter the text with | NO Text
By capacity maximum of 50 characters Field
5. Sample  Accepted | Sample Accepted date to be entered in | NO Calendar
Date / Time dd/mm/yyyy format. Calendar selection to
be provided
6. Sent Through A free text field to enter the text with | NO Text
capacity maximum of 50 characters Field
7. Remark A free text field to enter the text with | NO Text
capacity maximum of 100 characters Field
8. Outsource Selection of ‘Yes’ and ‘No’ No Text
Field
9. | Status According to the selection in Manage | NO Text
sample function in context menu, If: Field
- Sample collected by — Status will
be “Sample Collected”
- Sent by — Status will be “Sample
Sent”
- Sample Accepted by — Status will
be “Sample Accepted”.
10. | Actual Admin | Actual admin date/time to be entered in | NO Calendar
Date/Time dd/mm/yyyy format. Calendar selection to
be provided

SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB)

Page 20




e
nar e et Smne

3.5 TDM Reporting

3.5.1 Purpose

PhiS& CPS PROJECT

»harmaniaga

This module shall be used by Pharmacist to record result reporting for clinical pharmacokinetics
services or therapeutic drug monitoring (TDM) services. Provided also TDM calculator based on

drug ordered.

3.5.2 Screen Navigation Diagram

SDD_TDM_V1.2

User

Search for TDM
Order

Manage TDM
reporting
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3.5.3 Detail Functionality and Screen
3.5.3.1 TDM Result Reporting Listing Screen
3.5.3.1.1 Screen Design

ID TDMRR.SD1
Description TDM Result Reporting Listing Screen
Diagram

RESULT REPORTING

MRN 5 Patient Name
Status v Report No P
TDM Order No Toxic Al A

IC MoiCther Identification

|Search Resulls

1 fosa > bl [1-10/9433]

Patient Name B .5%.:'.?&3&55. 2 Report Number s Remarks Order Status Report Date %
TDM0000010241 . — [ - 230328135850 | RPT0000009433 In-Process 06/0412018
TDM0000010240 R 230326135850 | RPT0000009432 In-Process 060412018
TDM0000010239 . — E —~ — 580429135180 | RPT0000009431 In-Process 0610472018
TDM0000010237 T 291107715181 | RPT0000009430 In-Process 261032018
TDMO000010236 . - — I — - 70621525934 | RPT0000009429 Result Viewed 2300212018
TDM0000010235 [ 250316135368A | RPT0000009428 Result Viewed 230212018
TDM0000010234 - - E- - 2910231350668 | RPT0000009427 Result Viewed 2300212018

*Select patient and click on Add button to add new report.

2 +

Notes e Click on the ‘Cancel button to cancel the task.
e Click on the ‘Search’ button to search the order.
e The Basic search as below:

- MRN

- Patient name

- Status
e The Advance search as below:

- Report No

- Toxic

Cross References None

3.5.3.1.2 Application Business Rules
None

3.5.3.1.3 Input Validation Rules

No. | Name Description Mand | Type
atory
1. Status A drop down combo box with values | No Drop
populated from ‘tdm_status_report’ Down
ph_ref code

Value as below:
1) In-Process
2) TDM Resulted
3) Result Authorised

SDD_TDM_V1.2
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2. Patient Name Free text field to enter patient name. No Text
Field
3. Report No An enterable lookup field which will display | NO Searchi
list of Report No in popup screen. ng Field
4, MRN An enterable lookup field which will display | NO Searchi
list of wvalues in popup screen. ng Field
(ph_patients)
5 |IC No/Other | Free text field No Free
Identification Text
6. | Toxic Drop Down field with value as below: No Drop
- Al Down
- Non Toxic
- Toxic

SDD_TDM_V1.2
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3.5.3.2 TDM Result Reporting Screen
3.5.3.2.1 Screen Design
ID TDMRR.SD2
Description TDM Result Reporting Screen

1) Diagram

REPORTING

D [x]
' - |

- - Mykad e—— Age 17 Years 07 Months 12 Days Gender Male MRN HUS00251634
-
p Adaress Prone And Email Diagnosis A Known Allergies
Height 175 cm  Weight 67 kg BMUBSA 21.9/18 m*® | Update | (LastUpdated: 250112018 ) Nationalty : Warganegara

Upload Photo
ADR | Lab Parameter | Demographic | Pharmacist Notes | Medication Profile | TOM Guidelines
EncounterNo: 0864  Actual Admission Date:  15/09/2017 Visit Location:  MEDICAL 3 WARD Transcribed By: OTHERS (not spesific)

'+A¢ﬂ‘ cP2

1 /1 [1-1/1]

Result Value

Actual Drug Admin

Recommendation
Date/Time =

Recommendation .

Drug Name = Drug Details Actual Sampling Time accepted

Reporting Pre & Post #| Post$| Post2# Randoms| Toxic ¢

Details ‘ ‘ ‘ ‘

400 mg, TDS (3 times 2 day), Oral
Phenytoin Sodium 100 mg | Capsule, Oral, 0912/2017 (5 Days),
Capsule Start Date: 09/12/2017 End Date: 1211212017 11:30 PM
14122017

TDMO000008306 1311272017 12:00 AM

Pharmacist Note

2000 characters allowed
Remarks

Total Cost of Analysis 0]

TDM service Charge in RM

(Bisave | [ v confim|

+ B save

TDM ADD RESULT

e A Mykad - Age 17 Years 07 Months 12 Days Gender Male MRN HUS00251634
-
p Address Phone And Email Diagnosis A\ Known Allergies .
Height 175 cm Weight 67 ky EMIBSA 21.9/1.8 m® (LastUpdated: 25/01/2018 ) Nationality : Warganegara
Upload Photo
1 /1

Patient Name 5| Gender 3| Age % Order Status s

No Records Found!
T seect |

Notes e Click on the ‘Cancel’ button to cancel the task.

e Click on the ‘Save’ button and save the order, the order will
still open for editing. The status will be “In Process”.

e Click on ‘Reporting “Details™, system will pop up screen for
reporting.

o Click on ‘Add’ button to add another TDM order. Pop up
screen will appear.

e ‘Result value’ with “pre, post or random” column is based
on the selected ‘sample type’ during order transaction.

e Result value and calculator field is blocked for editing. User
may click on Reporting ‘Details’ hyperlink to insert/edit data

e Click on ‘Confirm’ button and the order will be final and
cannot be editing. The status will be “TDM Resulted”.

Cross References None

SDD_TDM_V1.2
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3.5.3.2.2 Application Business Rules
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No. Name Description

1. Record TDM Result | ¢ User may select multiple orders for one reporting.
Reporting e Selected TDM orders will listed in the TDM reporting screen

contains as below field/information:
- TDM No
- Drug Name
- Actual Admin Date/Time
*The other field will be empty.
e Click on ‘Details’ hyperlink to proceed with the reporting
process.
e Upon click on the ‘Details’ hyperlink, a pop screen will
appear.
3.5.3.2.3 Input Validation Rules

No. | Name Description 'IYIyandato Type

TDM Listing

1. TDM No This field come from the TDM order no | Yes Auto

for the selected order. display
ph_tdm_order.tdm_order_no

2. | Drug Name This field captured from the drug name | Yes Auto

from the TDM order. display
ph_tdm_order.tdm_drug

3. Actual Admin This field will capture “Actual Admin Yes A_UtO
Date/Time Date/Time” entered in the “sample display

management” screen.
ph_sampling_details.actual_admin

4. | Reporting Click on the ‘Details’ hyperlink to start Yes A_UtO

the reporting. A pop up screen will be display
prompted.

5. Result Value (Pre These fields will capture value entered Yes Auto
Sample, Post in the reporting screen (Result Value). If display
Sample and the order contains only one sample, the
Random Samp|e) order field will be ‘N/A’

6. | Toxic This field will capture value selected in Yes A_UtO

the reporting screen (Toxic). display

7. Recommendation This field will capture value selected in Yes A_UtO
Type the reporting screen (Recommendation display

Type).
8. | Recommendation - This field will only appear after Yes A_UtO
Accepted user click on ‘Confirm’ (Status = display
TDM Resulted).
- Selection of Yes or No.
Reporting
0. Pharmacist Note - This field will contains No Text
‘Recommendation Type’ value Field
SDD_TDM_V1.2
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No.

Name

Description

Mandato

Type

and this also is an enterable free
text field with capacity of 1000
characters maximum

- This field will combine
‘Recommendation Type’ from all
selected Order.

10.

Remarks

A free text field to enter the text with
maximum of 500 characters capacity

No

Text
Field

11.

TDM Service
Charge

A numeric field to enter the TDM
Service charge

No

Text
Field

12.

Total Cost of
Analysis

This field will show cost of analysis
which is set in TDM guideline master
based on selected drug. (if there are
more than one drugs, will show total of
the analysis cost)

No

Text
Field

SDD_TDM_V1.2
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3.5.3.3 TDM Result Reporting Pop up Screen
3.5.3.3.1 Screen Design

ID TDMRR.SD3

Description TDM Result Reporting Pop up Screen

Diagram
Pre Sample Latest Lab Result:
Result Value v Blood Urea | mmol/L
Reported By Details Sodium |mm0IfL
Post Sample Potassium | mmoliL
Result Value | v Serum Creatinine | pmaolL
Reported By | Creatinine Clearance | ml‘min

Not accurate for Children

Random Sample Albumin |gFL
Result Value | v
Reported By |
Calculator v
Pharmacokinetics Profile
Recommendation Type A
Toxic m

Notes e This is pop up screen appears upon clicking on “Details”

hyperlink in Reporting tab at the reporting main screen.

e Result value “pre, post or random” is based on the selected
‘sample type’ during order transaction.

e Click on ‘Details’ hyperlink will pop up screen with details
information about the sample.

e Calculator section will list down the calculator type from the
TDM guideline.

¢ Click on the calculator name, it will expand/pop up the screen
of calculator. Calculator appears based on the guideline setup.
If the drug don’t have calculator, then no calculator pop up
screen will appear and the ‘Pharmacokinetic Profile’ will be
free text.

Cross References None

3.5.3.3.2 Application Business Rules
None

SDD_TDM_V1.2
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3.5.3.3.3 Input Validation Rules

No. | Name Description Mandat | Type

ory

Reporting Details

1. Result Value (Pre A numeric field to enter the result | No Text
Sample, Post Sample or | value. Field
Random)

2. | Resulted by Value (Pre | A free text field to enter the text | No Text
Sample, Post Sample or | with capacity maximum of 100 Field
Random) characters

3. | Calculator e List name of calculator | NO Text

captured from TDM Guideline Field
for the selected drug. (based on
the guideline setup)
e Click on the calculator name,
screen for calculator will be
prompted.
e Result from the calculation will
be copied over to the
“Pharmacokinetics Profile” field.
4. Pharmacokinetics This field will capture result value | No Text
Profile from the calculator. This is non- Field
editable field. Format for each
result calculation define under the
calculator screen.
* If the drug don’t have calculator,
the ‘Pharmacokinetic Profile’ will be
free text.

5. Recommendation Type | A drop down combo box with | Yes Drop
values populated from the master Down
data,

The value as below:

1) Maintain the Dose

2) Withhold the Dose

3) Increase the Dose

4) Reduce the Dose

5) Stop the Dose

6) Refer to Pharmacist Notes

Data selected in the
‘Recommendation Type’ field will
be display in the ‘Pharmacist Note’
field.

6. Toxic Selection of Yes or No No Radio

button

SDD_TDM_V1.2
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3.5.34 TDM Result Reporting (Sampling Result Details Screen)
3.5.3.4.1 Screen Design

ID TDMRR.SD3
Description Sampling Result Details Screen
Diagram
DETAILS
i X
ASTHMA /COPD - 10 ? 20 mcg /ml APNEA /
. BRADYCARDIA IN NEOMATES : 5 7 15 mcg /ml
Reference Range : VENTILATOR WEANING IN NEONATES - 5 ? 20
mcg mi
Sample Collected Date/Time . 06/04/2018 05:36
Actual Drug Admin Date/Time . 06/04/2018 05:36
Out Source : NO
Description e Each sample detail contains information captured from
sample management screen.
e This pop up screen is for view purpose only.
¢ One sample type will only have one “Details’ hyperlink.
Eg: Pre Sample — Details
Post Sample — Details
Random Sample — Details
Cross References None

3.5.3.4.2 Application Business Rules
None

3.5.3.4.3 Input Validation Rules

No. | Name Description Mandatory | Type
1. Reference Range Values come from | Yes Auto
ph_tdm_guideline.range_from display
and range_to
2. Sample Collected | Values come from | Yes Auto
Date/Time ph_sampling_details. display
collection_date_time
3. Actual Drug Admin | Values come from | Yes Auto
Date/Time ph_sampling_details.actual_a display
dmin
4. Outsource Values come from | Yes Auto
ph_sampling_details.outsourc display
e

SDD_TDM_V1.2
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3.5.3.5 Calculator For Aminoglycoside Pre
3.5.3.5.1 Screen Design

ID CAL1
Description TDM Calculator screen (Aminoglycoside Pre)
Diagram
Bfe]x]
Body Weight |Actual v Body Weignt was\kg
Dose g Total Dose 7U‘mg/day
Intenval(T) hour
Sampling Time
Pre level result concentration hour Craatinine Clearance D‘ mifmin
Serum Creafinine umoliL pke 0. DDD‘ hr-1
v UKy e 0 tour
;},?d'?a ug‘;nmaf =025, Dehydrafed = < 0.20, Fluid Overioad = = 0.30 (Fdema, Ascites, over Expcted G 7“00| gl Esgeded Crin 70000‘ g
To calculate Expected Cmax if assuming Expected Cmin = Pre level result
Expected Cmin megimi
Expected Cmax. 0‘ meg/ml
Notes e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.
e Click on ‘Close’ button to close the screen and go
back to the reporting screen.
e Field with yellow colour is an auto calculated field
based on formula has been set.
Cross References None

3.5.3.5.2 Application Business Rules

No. Name Description

1. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile as below:

1) Total Dose

2) Creatinine Clearance

3) pKe

4) t1/2

5) Expected Cmax

6) Expected Cmin

7) Pre Level Expected Cmax

2. | Activate Calculator Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field

SDD_TDM_V1.2
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3.5.3.5.3 Input Validation Rules
No. | Name Description S Type
ory
1. Body Weight 1 A drop down field to indicate the Yes Drop
patient body weight based on the Down
below:
1) Actual (Default value)
2) Adjusted
3) ldeal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculat
1) Actual Body Weight: Directly take ed
the patient actual body weight as
entered in patient banner
2) Ideal Body Weight:
i.  Male={[(Height(cm)-
150)/30] x 12 x 2.3} + 50
i. Female={[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight +[ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Dose Free text (user key in) (3 decimal) No Free
Text
4. Interval Free text (user key in) (3 decimal) No Free
Text
5. Total dose Formula as below: Yes Auto
=( 24 / Interval(3)) * Dose calculat
ed
6. Pre level Free text (user key in) (3 decimal) No Free
Text
7. Serum Creatinine Free text (user key in) (3 decimal) No Free
Text
8. Creatinine Clearance Formula as below: Yes Auto
N(13) x (140 — Age) x Weight(1) / calculat
Serum Creatinine(6) where N = see ed
No. 13 ) (2 decimal)
9. vd Free text (user key in) (3 decimal) No Free
Text
10. | pKe Formula as below: Yes Auto
(0.00239 x CreatinineClearance(7)) calculat
+0.014 ed
11. | t1/2 Formula as below: Yes Auto
0.693 / pKe(9)
SDD_TDM_V1.2
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calculat
ed

12. | Expected Cmax Formula as below: Yes Auto
Dose(2) / (Weight(1) * Vd(8) * (1-Exp calculat
(-pKe(9) * Interval(3)))) ed
13. | Expected Cmin Formula as below: Yes Auto
Exp ((-pKe(9) * Interval(3))) * calculat
Expected Cmax(11) ed
14. | N Male = 1.23 ; Female =1.04 Yes Others
To calculate Expected Cmax if assuming Expected Cmin = pre level result
15. | Expected Cmin Free text (user key in) (3 decimal) No Free
Text
16. | Expected Cmax Formula as below: Yes Auto
Expected Cmin/ (EXP(-pKe*Interval calculat
T) ed
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3.5.3.6 Calculator For Aminoglycoside Post
3.5.3.6.1 Screen Design

ID CAL2
Description TDM Calculator screen (Aminoglycoside Post)
Diagram
oo |
Ble]x]
Body Weight | Actual v Body Weight 138|kg
Dose ma Total Dose 7‘4"‘;,5”

Interval(T) hour

Note : mcg/mi = mg/L
Sampling Time

Duration between time after complete infusion and post sampling(f) hour
Serum level

Post level result concentration meg/ml Serum Creatinine umoliL.

Creatinine Clearance 0. Onn‘ mi/min

To calculate Vd, Ke and t1/2 To calculate expected Cmin and Cmax based on new suggested dose

vd 0‘ LiKg New suggested dose mg
pKe 0.000] -1 New Interval hour
i) 0] our Expected Cmax 0.000|megimi  Expected Crin | megmi

Cmax ﬂDUU‘mcg/m\ Cmin OOUU‘mcglm\

To calculate new dose and Cmin based on desired Cmax

Desired Cmax meg/ml

Desired Interval hour

Expected Cmin 0. onn| mcg/ml New Dose 0. 000‘ mg

Notes e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.

e Click on ‘Close’ button to close the screen and go
back to the reporting screen.

e Field with yellow colour is an auto calculated field
based on formula has been set.

Cross References None

3.5.3.6.2 Application Business Rules

No. Name Description

1. | Activate Calculator Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field

2. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile as below:

1) Total Dose

2) Creatinine Clearance
3) vd

4) pKe

5) t¥

6) Cmax

7) Cmin

8) Expected Cmax

9) New Dose

10) Expected Cmin
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No. | Name Description T Type
ory
1. Body Weight 1 A drop down field to indicate the Yes Drop
patient body weight based on the Down
below:
1) Actual (Default value)
2) Adjusted
3) ldeal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculat
1) Actual Body Weight: Directly take ed
the patient actual body weight as
entered in patient banner
2) Ideal Body Weight:
i.  Male={[(Height(cm)-
150)/30] x 12 x 2.3} + 50
i. Female={[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight +[ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Dose Free text (user key in) No Free
Text
4. Interval Free text (user key in) No Free
Text
5. Total dose =( 24/ Interval, T(3)) * Dose Yes Auto
calculat
ed
6. t Free text (user key in) (2 decimal) No Free
Text
7. Post level Free text (user key in) (2 decimal) No Free
Text
8. Serum Creatinine Free text (user key in) (2 decimal) Yes Auto
calculat
ed
9. Creatinine Clearance N(22) x (140 — Age) x Weight(1) / No Free
Serum Creatinine(7) where N = see Text
No. 22
10. |Vvd Dose(2) / ((Weight(1) * Yes Auto
Cmax(12))*(1-EXP((-pKe(10) * calculat
Interval, T(3))))) ed
11. | pKe (population) (0.00239 x CreatinineClearance(8)) Yes Auto
+0.014 calculat
ed
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12. | t1/2 0.693 / pKe(10) Yes Auto
calculat
ed

13. | Cmax Post level(6) * EXP((pKe(10) * (t(5)))) | Yes Auto
calculat
ed

14. | Cmin Cmax(12) * EXP(( -pKe(10) * Yes Others

Interval, T(3)))
15. | New Suggested Dose Free text (user key in) No Free
(NSD) Text
16. | New Interval (hr) (NI) Free text (user key in) Yes Auto
calculat
ed
17. | Expected Cmax NSD(14) / (Weight(1) * Vd(9)) * (1- Yes Auto
Exp ((-pKe(10) * New calculat
Interval,NI(15))))) ed

18. | Expected Cmin Exp ((-pKe(10) * New Yes Auto
Interval,NI(15))) * Expected calculat
Cmax(16) ed

19. | Desired Cmax Free text (user key in) No Free
Text

20. | New Interval (hr) (NIT) Free text (user key in) No Free
Text

21. | New Dose (ND) Desired Cmax(18) * Weight(1) * Yes Auto

Vd(9) * (1 - Exp (-pKe(10) * New calculat
Interval,NIT(19))) ed
22 | Expected Cmin Desired Cmax(18) * Exp ((-pKe(10) * | ves Auto
New Interval,NIT(19))) calculat
ed
23. | N Male = 1.23 ; Female = 1.04 Yes Others
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3.5.3.7 Calculator For Aminoglycoside Pre & Post
3.5.3.7.1 Screen Design

Description TDM Calculator screen (Aminoglycoside Pre & Post)
Diagram
(B]le]x]
Body Weight | Aciual v Body Weight 248k
Doge mg Total Dose n‘ m/daily
Interval(T} hour
Note : meg/ml = mglL
Sampling Time
Duration betwaen time after complete infusion and post sampling(t) hour
Duration between completion time of pre and post sampling (t2-11) hour
Serum level
Pre level result concentration meg/ml
Post level resutt conceniration meg/ml
Serum Creatinine umolL Creafinine Clearance 0‘ mlimin
To calculate Vd , Ke and 12 To calculate expected Cmin and Cmax based on new suggested dose
Ke 0‘ hr-1 New suggested dose mg
vd O.IJOO‘ LiKg New Interval hour
e 0.000 rour Expecied Cmax 0.000] mogmi Expected Cin 0000/ megiri
cmax 0000 megimi Cin 0000 megimi
To calculate new dose and Cmin based on desired Cmax
Desired Cmax meg/ml
Desired Interval hour
Expected Crin 0.000|megimi  New Dose 0000/ mg

Notes e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.

e Click on ‘Close’ button to close the screen and go
back to the reporting screen.

e Field with yellow colour is an auto calculated field
based on formula has been set.

Cross References None

3.5.3.7.2 Application Business Rules

No. Name Description

1. | Activate Calculator Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field

2. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile as below:

1) Total Dose

2) Creatinine Clearance
3) Ke

4) vd

5) tY¥

6) Cmax
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No. Name Description
7) Cmin
8) Expected Cmax
9) Expected Cmin
10) New Dose
11) Expected Cmin
3.5.3.7.3 Input Validation Rules
No. | Name Description S Type
ory
1. Body Weight 1 A drop down field to indicate the Yes Drop
patient body weight based on the Down
below:
1) Actual (Default value)
2) Adjusted
3) Ideal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculat
1) Actual Body Weight: Directly take ed
the patient actual body weight as
entered in patient banner
2) Ideal Body Weight:
i.  Male={[(Height(cm)-
150)/30] x 12 x 2.3} + 50
i. Female={[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight +[ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Dose Free text (user key in) No Free
Text
4. Interval Free text (user key in) No Free
Text
5. Total dose =( 24 / Interval(3)) * Dose(2) Yes Auto
calculat
ed
6. t Free text (user key in) No Free
Text
7. t2-t1 Free text (user key in) No Free
Text
8. Pre level Free text (user key in) No Free
Text
9. Post level Free text (user key in) No Free
Text
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10. | Serum Creatinine Free text (user key in) No Free
Text
11. | Creatinine Clearance N(24) x (140 — Age) x Weight(1) / Yes Auto
Serum Creatinine(9) where N = calculat
see No. 24 ed
12. | Ke (LN ( Post level(8)) — LN (Pre Yes Auto
Level(7)) ) / ( Interval(3) — (t2-t1)(6) ) calculat
ed
13. | vd Dose(2) / (Weight(1) * Cmax(14) * Yes Auto
(1-EXP(-Ke(11) * Interval(3)))) calculat
ed
14. t1/2 0.693/ Ke(ll) Yes Auto
calculat
ed
15. | Cmax Post level(8) * EXP((Ke(11) * t(5))) Yes Auto
calculat
ed
16. | Cmin Cmax(14) * EXP(( -Ke(11) * Yes Auto
Interval(3))) calculat
ed
17. | New Suggested Dose Free text (user key in) No Free
(NSD) Text
18. | New Interval (hr) (NI) Free text (user key in) No Free
Text
19. | Expected Cmax NSD(16) / (Weight(1) * Vd(12) * (1- Yes Auto
Exp (-Ke(11) * New Interval,NI(17)))) calculat
ed
20. | Expected Cmin Exp ((-Ke(11) * New Interval,NI(17))) | Yes Auto
* Expected Cmax(18) calculat
ed
21. | Desired Cmax Free text (user key in) No Free
Text
22 | New Interval (hr) (NIT) Free text (user key in) No Free
Text
23. | New Dose (ND) Desired Cmax(20) * Weight(1) * Yes Others
Vd(12) * (1 - Exp (-Ke(11) * New
Interval,NIT(21)))
24. | Expected Cmin Desired Cmax(20) * Exp ((-Ke(11) * | Yes Auto
New Interval,NIT(21))) calculat
ed
o5 | N Male = 1.23 ; Female = 1.04 Yes Others
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3.5.3.8 Calculator For Aminoglycoside Postl & Post6
3.5.3.8.1 Screen Design

Description TDM Calculator screen (Aminoglycoside Postl & Post6)
Diagram
(Ble]x]
Body Weight  Actual v Body Weight 243k
Dose ma Total Dose 0‘ mgidaily
Interval(T) hour
Note : megdmi = mg/L
Sampling Time
Duration between time after complete infusion and post! sampling(t) hour
Duration between completion ime of post and post1 sampling (t6-1) hour
Serum level
Post 1 level result concenfration meg/ml
Post 6 level result concentration meg/ml
Serum Creatinine umaliL Creatinine Clearance O‘ mi/min
To calculate Vd , Ke and t1/2 To calculate expected Cmin and Cmax based on new suggested dose
Ke 0‘ hr-1 New suggested dose mg
vd 0.000|LKg New Interval hour
2 0\ hour Expecled Cmax 0.000| megiml - Expected Crin 0.000| megimi
Cmax 0,000 megiml cmin 0,000 megiml
To calculate new dose and Cmin based on desired Cmax
Desired Cmax mcg/ml
Desired Interval hour
Expected Cmin 0. D[ID‘ meg/ml - New Dose 0 UO[I| mg

Notes e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.

e Click on ‘Close’ button to close the screen and go
back to the reporting screen.

e Field with yellow colour is an auto calculated field
based on formula has been set.

Cross References None

3.5.3.8.2 Application Business Rules

No. Name Description

1. | Activate Calculator Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field

2. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile as below:

1) Total Dose : 0 mg/daily
2) Creatinine Clearance : 0 ml/min

3) To calculate Vd , Ke and t1/2
Ke : 0 L/Kg
vVd: 0 hr-1
t¥2 : 0 hour
Cmax : 0 mcg/ml
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No. Name Description
Cmin : 0 meg/ml
4) To calculate expected Cmin and Cmax based on new
suggested dose:
Expected Cmax : 0 mcg/ml
Expected Cmin : 0 mcg/ml
5) To calculate new dose and Cmin based on desired
Cmax:
New Dose : 0 mg
Expected Cmin : 0 mcg/ml
3.5.3.8.3 Input Validation Rules
No. | Name Description UG Type
ory
1. Body Weight 1 A drop down field to indicate the Yes Drop
patient body weight based on the Down
below:
1) Actual (Default value)
2) Adjusted
3) Ideal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculat
1) Actual Body Weight: Directly ed
take the patient actual body
weight as entered in patient
banner
2) Ideal Body Weight:
i.  Male={[(Height(cm)-
150)/30] x 12 x 2.3} + 50
i. Female={[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight + [ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Dose Free text (user key in) No Free
Text
4. . No Free
Interval Free text (user key in) Text
5. Yes Auto
Total dose = (24 / Interval(3)) * Dose(2) calculat
ed
6. t Free text (user key in) No Free
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Text
7. , No Free
T6-t1 Free text (user key in) Text
8. Post 1 level Free text (user key in) No Free
Text
9. Post 6 level Free text (user key in) No Free
Text
10. Serum Creatinine Free text (user key in) No Free
Text
11. N(24) x (140 — Age) x Weight(1) / Yes Auto
Creatinine Clearance Serum Creatinine(9)  where N = calculat
see No. 24 ed
12. ‘e (LN ( Post 1 level(7)) — LN (Post6 | 'S ﬁ;ltcoulat
Level(8)) ) / ((t6-t1)(6)) ed
B Dose / (Weight(1) * Cmax(14) * (1- | Y&° O
EXP(-Ke(11) * Interval(3)))) ed
14. Yes Auto
t1/2 0.693/ Ke(11) calculat
ed
15. Yes Auto
Cmax Post 1 level(7) * EXP((Ke(11) * t(5))) calculat
ed
16. * i % Yes Auto
cmin Cmax(14) * EXP(( -Ke(11) calculat
Interval(3)))
ed
17. | New Suggested Dose , No Free
(NSD) Free text (user key in) Text
18. New Interval (hr) (NI) Free text (user key in) No 'II:'reex?
19. . Yes Auto
NSD(16) / (Weight(1) * Vd(12) * (1-
Expected Cmax Exp (-Ke(11) * New Interval,NI(17)))) gg"cu'at
20. ) * Yes Auto
Expected Cmin Exp ((-Ke(11) * New Interval,NI(17))) calculat
Expected Cmax(18) od
21. Desired Cmax Free text (user key in) No _IIZ_ree
ext
22. New Interval (hr) (NIT) Free text (user key in) No 'II:';?(?
23. Desired Cmax(20) * Weight(1) * Yes Others
New Dose (ND) Vd(12) * (1 - Exp (-Ke(11) * New
Interval,NIT(21)))
24. . Yes Auto
: Desired Cmax(20) * Exp ((-Ke(11) *
Expected Cmin New Interval,NIT(21))) gﬁlculat
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25. | N

Male = 1.23

: Female = 1.04

Yes Others

3.5.3.9
3.5.3.9.1 Screen Design

Calculator For Carbamazepine

ID

CAL5

Description

TDM Calculator screen (Carbamazepine)

Diagram
Monotherapy

CALCULATOR FOR CARBAMAZEPINE

Body Weight Actual

Dose

Interval(T)

Select Calculator :

Monotherapy Polytherapy
Mote: single or combination therapies of different enzyme activities.

Cp Measured megim

Note - mcg/mi = mg/L
Clearance CP measured 0.000] Liday

0.000| L/hr

To calculate Vd , Ke and 11/2

cl Lihr
Vd 77.000| Lihr

Ke 0.000 | hr-1

", b

12 0.000| hour

To calculate New Maintanence Dose (NMD) based on Cp measured dan Cp desired
mg/L
Cp Desired
Note : mog/mi = mg/L

Ct

Liday

New Dose 0.000 ma/day

mg Total Dose

Clearance (Population) 84.480| L/day
= 3.520| Uinr

To calculate Cpss level based on current dose and CI

cl

To calculate Expected Cp based on New Suggested Dose

cl

Suggested dose

Expected Cp 0.000| mg/'L

mo/day

Note - meg/mi = mg/L.

Cpss 0.000| meg/ml

Note - mcg/mi = mg/L

[Be] x]

Li/day

ma/day

Polytherapy

CALCULATOR FOR CARBAMAZEPINE

Body Weight Actual

Dose

Interval(T)

Select Calculator

Monotherapy Polytherapy

Mote: combination therapies of similar enzyme activities.
Cp Measured meg/mi
Note : mcg/ml = mg/L
Clearance CP measured 0.000] Liday

0.000) Lihr

I

To calculate Vd , Ke and t1/2

Cl

0 Lhr
vd 7.000| L/hr
Ke 000 hr-1

12 000 hour

~
= =

To calculate New Maintanence Dose (NMD) based on Cp measured dan Cp desired
0 malL
Cp Desired
Note - mog/mi = mg/L

Ct

0 Liday

New Dose 0.000| ma/day

mg Total Dose

Clearance (Population) 132.000| Liday
= 5500/ Lihr

To calculate Cpss level based on current dose and CI

cl

To calculate Expected Cp based on New Suggested Dose

cl

Suggested dose

Expected Cp 0.000| mg/L

Note - meg/mi = mg/L

Cpss 0.000| mca/ml

Note - meg/mi = mg/L

(B]e]x]

mao/day

0 Lihr

0 Liday

0 ma/day

Notes

e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.
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e Click on ‘Close’ button to close the screen and go
back to the reporting screen.

o Field with yellow colour is an auto calculated field
based on formula has been set.

o There are to tab/option can be select:

- Monotherapy
- Polytherapy
Cross References None
3.5.3.9.2 Application Business Rules
No. Name Description

1. | Activate Calculator Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field

2. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile result if as below:

Monotherapy Monotherapy :--

selected 1) Clearance CP measured
2) =:0L/hr

3) Clearance (Population)
4) ~:0L/r

5) vd

6) Ke

7) t¥

8) Cpss

9) New Dose

10) Expected Cp

3. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile result if as below:

Polytherapy Polytherapy :--

selected 1) Clearance CP measured
2) =:0L/hr

3) Clearance (Population)
4) ~:0L/hr

5) vd

6) Ke

7) t¥%

8) Cpss

9) New Dose

10) Expected Cp

3.5.3.9.3 Input Validation Rules

No. | Name Description L Type
ory

1. Body Weight 1 A drop down field to indicate the Yes Drop

patient body weight based on the Down
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below:
1) Actual (Default value)
2) Adjusted
3) Ideal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculat
1) Actual Body Weight: Directly ed
take the patient actual body
weight as entered in patient
banner
2) ldeal Body Weight:
i.  Male={[(Height(cm)-
150)/30] x 12 x 2.3} + 50
ii. Female= {[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight + [ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Dose Free text (user key in) No Free
Text
4, Interval Free text (user key in) No Free
Text
5. Total dose = (24 / Interval(3)) * Dose(2) Yes Auto
calculat
ed
6. Cp measured Free text (user key in) No Free
Text
7. Clearance Cp measured | ((S) (F) (Total Dose (4))) / Cp Yes Auto
measured (5) calculat
ed
8. Clearance (pop) 0.064 * Body Weight (1) Yes Auto
calculat
ed
0. Cl Free text (user key in) No Free
Text
10. | Cpss ((S)(F)(Total Dose (4)/ 24 hr) )* | Yes Auto
T/ ClI(8) T=1day calculat
ed
11. | Cp desired Free text (user key in) No Free
Text
12. | Cl Free text (user key in) No Free
Text
13. | New Dose ( Clearance (12) ) ( Cp desired (10) ) | Yes Auto
(Interval ) / (S) (F) where Interval is calculat
default as 1 day ed
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14. | Cl Free text (user key in) No Free
Text

15. | Suggested dose Free text (user key in) Yes Auto
calculat
ed

16. | Expected Cp ((S) (F) (Dose (15))) / ( Clearance Yes Auto

(14)) calculat

ed

17. | Cl Free text (user key in) No Free
Text

18. | vd 1.4 * Body weight (1) Yes Auto
calculat
ed

19. | Ke Cl (17)/Vvd (18) Yes Auto
calculat
ed

20. | t1/2 0.693/ Ke (19) Yes Auto
calculat
ed

21. No Others

22. | F 0.8 No Others
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ID CAL6

Description

TDM Calculator screen (Digoxin)

Diagram
Without CHF and not renally impaired

(TOR FOR DIGOXIN

Body Weight | Actual -
Total Dose mg/day
Serum Creatinine umolL

F

Note - Tablet = 0.7; Elixir
Gelatin capsule / fnjection

Select Patient's Condition

Without CHF and not renally impaired Without CHF and renally impaired With CHF and not renally impaired

e —

creatnine ctance | gl

With CHF and renally impaired

Cp measured ngiml

Note - meg/mi = mg/L = 10 =2 megimi = 10 -2 mg/L
S E—

To calculate Cl based on Patient's Factor(s)
Factor CI

Note - None = 1 Quinidine= 0.5 Amiodarone=0.50 Verapamii=0.75 Clinically
hypothyroid=0.7 Clinically hyperthyroid=1.3
Clearance CP measured 0.0000| Liday

Clearance (Population) 0000 L/day

To calculate Ke and 11/2 based on Cl
cl

Uday

Ke 0000/ hr-1

tuz 0.0000| hour

To calculate Cpss level based on current dose and CI
Cl

LUday

Cpss 0000] mgL

II

~ 0000| ngim!

[ To calculate Expected Cp based on Cl and New Suggested Dose(NSD)

N —"
NewSuggesleddose [ |mgieay

To calculate Vd based on Patient's Factor(s)

Factor Vd

Note - None = 1 Quinidine= 0.7 Clinically hypothyroid=0.7 Clinically hyperthyroid=1.3

Vd (pop} 0.0000|L

To calculate Loading Dose(LD) based on Vd and Cp desired
Cp Desired ng/ml

[} 0.0000| mgiday

To calculate New Maintanence Dose(NMD) based on Cl and Cp desired

o Liday

Cp Desired ngimi

New Dose 0.0000| mg/day

Expected Cpl ‘mglL x‘ ‘ngﬁml
Without CHF and renally impaired
CALCULATOR FOR OXI
Body Weight | Actual v Body Weight kg
Total Dose mgrday
Serum Creatinine umoliL Creatinine Clearance E ‘ml/min

E

Nofe : Tablet = 0.7 Elixir = 0.6; Soft
Gelatin capsule / Injection =

Select Patient's Condition

Without CHF and not renally impaired Without CHF and renally impaired

With CHF and not renally impaired

With CHF and renally impaired

Cp measured ngiml

Note - meg/mi = meyL ng/m = 10 % meg/mi = 103 mga.
mgiL

To calculate CI based on Patient's Factor(s)
Factor CI

|

Note - None = 1 Quinidine= 0.5 Amiodarone=0.50 Verapamil=0.75 Clinically
= finically hyperthyroid=1.2

Clearance CP measured 0000 Liday

=
=3
~
Q
o &

Clearance (Population) 0.0000] Liday

To calculate Ke and t1/2 based on CI
cl

0 Uday

Ke 0.0000 hr-1

II

tuz 0000 hour

To calculate Cpss level based on current dose and CI
cl

0 Liday
Cpss 0.0000] gL

0000/ ng/ml

]
II

To calculate Expected Cp based on Cl and New Suggested Dose(NSD)

[¢] 0 Lday
New Suggested dose 0 mg/day
Expected Cp 0.0000| mg/L ~ 0.0000|ng/ml

To calculate Vd based on Patient's Factor(s)

Faclor Vd 0

Note - None = 1 Quinidine= 0.7 Clinically hypothyroid=0.7 Clinically hyperthyroid=1.3

N — "

To calculate Loading Dose{LD) based on Vd and Cp desired

Cp Desired 0 ngimi

LD 0.0000| mg/day

To calculate New Maintanence Dose(NMD) based on Cl and Cp desired

c 0 Liday

Cp Desired 0 ngimi

New Dose 0.0000| mg/day
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With CHF and not renally impaired

ULATOR FOR DIGOXIN

Body Weight | Actual - Body Weight 60/kg

Total Dose mg/day

Serum Creatinine umaliL Crealinine Clearance u‘ mlmin

F

Nole : Tablei = 0.7; Eliir = 0.8; Soft
Gelatin capsule / Injection = 1

Select Patient's Condition

Without CHF and not renally impaired Without CHF and renally impaired With CHF and not renally impaired
Cp measured

With CHF and renally impaired

ng/mi
Note - meg/mi = mg/L ng/mi = 102 meg/mi = 102 me/L
=
To calculate CI based on Patient's Factor(s)

To calculate Vd based on Patient's Factor(s)
Factor CI 0 Factor v .
Note : None = 1 Quinidine= 0.5 Amiodarone=0.50 Verapamil=0.75 Clinically

‘hypothyroid=0.7 Clinically hyperthyroid=1.3 Note * None = 1 Quinidine= 0.7 Ciinically hypothyroid=0.7 Clinically hyperthyroid=1.3
Clearance CP measured 0.0000] Liday Vd (pop) 000001
Clearance (Population) 0.0000] Uigay

To calculate Ke and t1/2 based on CI To calculate Loading Dose{LD) based on Vd and Cp desired

€l 0 Liday Cp Desired 0 ngiml

Ke 0. 0000‘ hr-1 D 0 nnnn‘ mgiday
toz 0.0000] hour

To calculate Cpss level based on current dose and Cl

To calculate New Maintanence Dose(NMD) based on Cl and Cp desired
5]

0 Uiday e 0 Lday

Cpss 00000] mgL Cp Desired 0 ngimi
~ o 0000‘ ngfml New Dose 0 unuu‘ moiday

To calculate Expected Cp based on Cl and New Suggested Dose(NSD)

] 0 Liday
New Suggested dose 0 mg/day
Expected Cp | 0.0000| mgrL =[ 00000 ngimi

With CHF and renally impaired

CALCULATOR FOR DIGOXIN

Body Weight | Actual - Body Weight 60/kg

Total Dose mg/day
Serum Creatinine umol/L Creatinine Clearance ﬂl ml/min
F

Nofe - Tablet = 0.7; Elixir = 0.8; Soit
Gelalin capsufe / Injection = 1

Select Patient's Condition

Without CHF and not renally impaired Without CHF and renally impaired ‘With CHF and not renally impaired With CHF and renally impaired
Cp measured

ng/mi
Note : meg/m! = mg/L ng/mi = 102 meg/mi = 10 mg/L
- 70‘ mglL
To calculate C based on Patient's Factor(s)

To calculate Vd based on Patient's Factor(s)
Factor Gl 0 Faclor Vd a
Note : None = 1 Quinidine= 0.5 Amiodarone=0.50 Verapanit=0.75 Clinically

hypothyroid=0.7 Clinically hyperthyroid=1.3 Note : None = 1 Quinidine= 0.7 Clinically hypothyroid=0.7 Clinically hyperthyroid=1.3
Clearance CP measured 0.0000| Ligay Ve (pop) 0.0000] L
Clearance (Population) u,nmu‘ Liday

To calculate Ke and t1/2 based on CI To calculate Loading Dose(LD) based on Vd and Cp desired
o 0 Uday Cp Desired 0 ng/mi

Ke 0.0000] -1 [} 0.0000] moiday
iz 0.0000| hour

To calculate Cpss level based on current dose and CI

To calculate New Maintanence Dose(NMD) based on Cl and Cp desired
cl

0 Uday cl 0 Liday

Cpss 0.0000| mgiL Cp Desired 0 ngimi
- u,nmu‘ ng/mi New Dose u,nnnu| mgiday
To calculate Expected Cp based on Cl and New Suggested Dose(NSD)
al 0 Uday

New Suggested dose 0 ma/day

Expected Cp 0. muu‘ molL . a,onm| ng/mi

Notes e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.

e Click on ‘Close’ button to close the screen and go
back to the reporting screen.

e Field with yellow colour is an auto calculated field
based on formula has been set.
e There are to tab/option can be select:
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- Without CHF and not renally impaired
- Without CHF and renally impaired
- With CHF and not renally impaired
- With CHF and renally impaired
Cross References None
3.5.3.10.2 Application Business Rules
No. Name Description
1. | Activate Calculator Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field
2. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile result if as below:
Without CHF and 1) Creatinine Clearance : 0 mi/min
ggltercetgzlly impaired 2) ~:0ng/ml
3) Clearance CP measured : 0 L/day
4) Clearance (Population) : 0 L/day
5) vd:0L
6) Ke:O0hr-1
7) t¥%:0 hour
8) LD : 0 mg/day
9) Cpss:0mg/L
10) =~ : 0 ng/ml
11) New Dose : 0 mg/day
12) Expected Cp : 0 mg/L
13) =~ : 0 ng/ml
3. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile result if as below:
WithﬁUt_ CHF agd 1) Creatinine Clearance : 0 mi/min
e | 2 <ongm
3) Clearance CP measured : 0 L/day
4) Clearance (Population) : 0 L/day
5) vd:0L
6) Ke:0hr-1
7) t%2:0 hour
8) LD : 0 mg/day
9) Cpss:0mg/L
10) = : 0 ng/ml
11) New Dose : 0 mg/day
12) Expected Cp : 0 mg/L
13) = : 0 ng/ml
4, Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field
Profile result if With | as below:
CHF and not renally 1) Creatinine Clearance : 0 ml/min
impaired selected
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Profile result if With
CHF and renally
impaired selected

as below:
1) Creatinine Clearance : 0 ml/min
2) =:0ng/ml

3) Clearance CP measured : 0 L/day

4) Clearance (Population) : 0 L/day
5) Ke:0hr-1

6) t¥%: 0 hour

7) LD : 0 mg/day

8) Cpss:0mg/L

9) =:0ng/ml

10) New Dose : 0 mg/day

11) Expected Cp : 0 mg/L

No. Name Description
2) =:0ng/ml
3) Clearance CP measured : 0 L/day
4) Clearance (Population) : 0 L/day
5 vd:0L
6) Ke:O0hr-1
7) t%:0 hour
8) LD : 0 mg/day
9) Cpss:0mg/L
10) = : 0 ng/ml
11) New Dose : 0 mg/day
12) Expected Cp : 0 mg/L
13) =~ : 0 ng/ml
5. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field

1) Actual Body Weight: Directly take
the patient actual body weight as
entered in patient banner

2) Ideal Body Weight:
i. Male={[(Height(cm)-150)/30]
x12x 2.3} +50

12) =~ : 0 ng/ml
3.5.3.10.3 Input Validation Rules
No. | Name Description ETEEL Type
ory
1. Body Weight 1 A drop down field to indicate the patient | Yes Drop
body weight based on the below: Down
1) Actual (Default value)
2) Adjusted
3) Ideal
2. Body Weight 2 Display patient body weight based on Yes Auto
selected body weight 1: calculat
ed
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i. Female={[(Height(cm)-
150)/30] x 12 x 2.3} + 45.5
3) Adjusted Body Weight:
Ideal Body Weight + [ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. F Free text (user key in) No Free
Text
4. | Total dose Free text (user key in) No Free
Text
5. | Serum Creatinine Free text (user key in) No Free
Text
6. | Creatinine N x (140 — Age) x Weight / Serum Yes Auto
Clearance Creatinine  where N = see No. 25 calculat
ed
7. | Cp measured Free text (user key in) No Free
Text
8. | Cp measured Cp measured (6) * 10-3 Yes Auto
(mg/L) calculat
ed
9. | Factor Cl Free text (user key in) No Free
Text
10. | Factor Vd Free text (user key in) No Free
Text
11. | Clearance Cp Factor CI (7) * (((S) (F(2)) (Total Dose Yes Auto
measured (3))) / Cp measured (6A)) calculat
ed
12. | Clearance (pop) Factor CI (7) * (( ( 0.33* Body Weight (1)) | Yes Auto
+ (0.9 * CrClI (5)) ) *1440)/1000 calculat
ed
13. | vd Factor vVd (8) * ( ( 3.8 * Body Weight (1)) | Yes Auto
+(3.1*CrCl (9))) calculat
ed
14. | Cpdesired Free text (user key in) No Free
Text
15. | LD Vd (11) * (Cpdesired (12)*10-3/F (2)) | Yes Auto
calculat
ed
16. | Cl Free text (user key in) No Free
Text
17. | Cpss (((S) (F(2)) (Total Dose (3))/ Cl Yes Auto
(14))*1000 calculat
ed
18. | Cp desired Free text (user key in) No Free
Text
19. | Cl Free text (user key in) No Free
Text
SDD _TDM_V1.2
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20. | New Dose ( Clearance (17) ) ( Cp desired (16) *10-3 | ves Auto
) (Interval ) / (S) (F(2)) where Interval is calculat
default as 1 day ed
21. | Cl Free text (user key in) No Others
22. | Suggested dose Free text (user key in) No Others
23. | Expected Cp ((S) (F(2)) (Dose (20))) / ( Clearance (19) | Yes Auto
) calculat
ed
24. | Cl Free text (user key in) No Free
Text
25. | Ke Cl(22)/vd (11) Yes Auto
calculat
ed
26. |t1/2 0.693/Ke (23) Yes Auto
calculat
ed
27. |N Male =1.23 ; Female =1.04 No Others
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3.5.3.11  Calculator For Phenobarbitone
3.5.3.11.1 Screen Design

ID CAL5
Description TDM Calculator screen (Phenobarbitone)
Diagram
Li] alex]

Bady Weight  Actual v Interval(T) hour

Bady Weight 6]k ’

Note : Oral/IV =1
Dose mg Total Dose mg/day
Cp measured megimi Consant CI mikg/hr

Wota : meg/mi = mg/iL

Clearance CP measured 0.00U‘ Liday

Note : Aduit = 4 mikg/hr Children (< 12years 11month) = & mikg/hr Neonate= 4 mikg/r

Clearance (Population) U.UDU|Uday

E 0.000|Lir E 0.00utr
To calculate Vd , Ke and t1/2 based on CI To calculate Cpss level based on current dose and CI
o ¢ Ut
L
Constant Vd Uy Cpss 0. 00[!| meg/ml
Note : Aduit = 0.6 Lkg, Neonate =0.6 - f Lkg ot = oL
v 0.000]L
ke 0000 -1 12 2000/ hour
To calculate New Maintanence Dose (NMD) based on CI, Cp measured and Cp desired To calculate Expected Cp based on Cland New Suggested Dose(NSD)
Cp desired meg/mi cl Liday
Note: megiml = mg/iL NSD moday
cl Liday
New Dose \—DDOD‘ my/day e Note: meg/mi = mg/L : mqmww
Notes e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.
e Click on ‘Close’ button to close the screen and go
back to the reporting screen.
e Field with yellow colour is an auto calculated field
based on formula has been set.
Cross References None

3.5.3.11.2 Application Business Rules
No.
1.

Name Description

Activate Calculator | Tick on the checkbox to activate the calculator and display the

result in Pharmacokinetic Profile field

Pharmacokinetics
Profile result

Result format to be displayed in ‘Pharmacokinetics Profile’ field
as below:

1) Clearance CP measured : 0 L/day
2) =~:0L/hr

3) Clearance (Population) : 0 L/day
4) =~:0L/hr

5) vd:0L

6) Ke:0hr-1

7) t¥%: 0 hour

SDD_TDM_V1.2

© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB) Page 52



PhIS& CPS PROJECT

niaga

No. Name Description
8) Cpss: 0 mcg/ml
9) New Dose : 0 mg/day
10) Expected Cp : 0 mcg/ml
3.5.3.11.3 Input Validation Rules
No. | Name Description S Type
ory
1. Body Weight 1 A drop down field to indicate the Yes Drop
patient body weight based on the Down
below:
1) Actual (Default value)
2) Adjusted
3) Ideal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculat
1) Actual Body Weight: Directly ed
take the patient actual body
weight as entered in patient
banner
2) Ideal Body Weight:
i.  Male= {[(Height(cm)-
150)/30] x 12 x 2.3} + 50
ii. Female= {[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight + [ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Dose Free text (user key in) No Free
Text
4. Interval Free text (user key in) No Free
Text
5. Total dose Free text (user key in) No Free
Text
6. Cp measured Free text (user key in) No Free
Text
7. Clearance Cp measured | ((S (22)) (F) (Total Dose (4))) / Cp Yes Auto
measured (5) calculat
ed
8. Constant Free text (user key in) No Free
Text
9. Clearance (pop) ( Constant (7) * Body Weight (1) ) / Yes Auto
1000 calculat
ed
10. | Cl Free text (user key in) Yes Auto
SDD_TDM_V1.2
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calculat
ed
11. | Cpss ((S(22)) (F) (Total Dose (4) /24 | Yes Auto
hr))/ CI(9) calculat
ed
12. | Cp desired Free text (user key in) No Free
Text
13. | Cl Free text (user key in) No Free
Text
14. | New Dose ( Clearance (12) ) ( Cp desired (10)) | Yes Auto
(Interval ) / (S (22)) (F) where calculat
Interval is default as 1 day (times 1 ed
day not 24hrs)
15. | Cl Free text (user key in) No Free
Text
16. | Suggested dose Free text (user key in) No Free
Text
17. | Expected Cp ((S (22)) (F) (Dose (15))) / ( Yes Auto
Clearance (14)) calculat
ed
18. | Cl Free text (user key in) Yes Auto
calculat
ed
19. | Constant Free text (user key in) No Free
Text
20. | Vd Constant (18) * Body weight (1) Yes Auto
calculat
ed
21, |Ke CI(17)/Vd (19) Yes Auto
calculat
ed
22. tue 0.693/ Ke (20) Yes Auto
calculat
ed
23. Free text (user key in) No Others
24. |F 0.95 No Others
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3.5.3.12  Calculator For Phenytoin

3.5.3.12.1 Screen Design

ID

CALS

Description

TDM Calculator screen (Phenytoin)

Diagram
Without Hypoalbuminemia

Body Weight | Actual

Select Patients Condition

Without i inemi ia with ESRF

'CALCULATOR FOR PHENYTOIN

v Total Dose ma/day

(Bfex]

Note : g/l = 10 g/l
Km mglL
Note - Adult = 4, Children = 7
s

Note - Capsule/injection=0.92, Suspensionfabiet=1

Cp measured megimi
Nofe - meg/mi =mg/L
Vmax (Measured) 0.000| mg/day

To calculate Vmax (population)
Constant Vmax

Cpss 0.000| megimi
Note: mcgimi = mai.
To calculate Incremental Loading Dose (ILD) based on Cp desired and Cp measured
Cp Desired megiml

Note: megimi = mgi.

ILD 0.000 mg

To calculate therapy withold period (T) when level is toxic
Vmax moiday
Note: meg/ml = mg/L

Cp Desired megiml

T 0.000] day

molkgfday Ukg
Note “Adul = 5-15 mgkg/day, 6mo-6yrs = 10-13 myky/day, Tyrs-16yrs Note :Adult :0.63-0.74 Likg, Children - 0.7-1.0 Likg
=810 mgkgiday
Vmax mg/day
Vmaz (pop) 0.000] mg/day
va | X al 0.000| e
ke | 0000[nr! 1172 0.000] hour
To calculate Cpss level based on Vmax To calculate Loading Dose (LD) based on Cp desired
Vmax magiday Cp Desired meg/mi

To calculate Vd, Ke, t1/2 and Cl based on Vmax
Constant Vd

Note: megiini = mgiL
Lo 0.000] mg
To calculate New Maintanence Dose (NMD) based on Vmax and Cp desired
Vi mo/day

Note: mcg/mi = mg/L
Cp Desired megim

New Dose 0.000| mg/day

Hypoalbuminemia
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Body Weight | Actual v

Select Patients Condition

Without Hypoalbuminemia Hypoalbuminemia Hypoalbuminemia with ESRF

PhiS& CPS PROJECT

Total Dose mg/day

Albumin il
Note - g/l = 10" gL
Km marL
Note - Adult = 4, Children =7
s

Nofe - Capsulefinjection=0.92, Suspensionfablet=1

pharmaniaga

[Ble]x

Cp measured megimi

Note : meg/mi = mgiL
Corrected Cp Measured .000| meg/ml
Vimax (Measured) .000| mg/day

II

To calculate Vmax (population)
Constant Vmax

mo/ko/day
Note :Adult = 5-15 mg/kg/day, 6mo-Gyrs = 10-13 mo/kg/day, Tyrs-16yrs = 6-10
jay

Vmax (pop) 000 | mg/day

To calculate Cpss level based on Vmax
Vmax mgiday

Cps

I Ié

000 meg/mi
Note :meg/mi = mgiL

To calculate Incremental Loading Dose (ILD) based on Cp desired and Cp measured

To calculate Vd, Ke, t1/2 and C| based on Vmax
Constant Vd Lkg

Note :Adult :0.65-0.74 Likg, Children : 0.7-1.0 Likg

Vmax ma/day

vd 0.000(L cl

To calculate Loading Dose (LD) based on Cp desired

meg/mi
Cp Desired

5
L
g

Corrected Cp desired 0.000| meg/mi

Lo .000| mg

To calculate New Maintanence Dose (NMD) based on Vmax and Cp desired

0.000

Lnr

hour

To calculate Cpss level based on Vmax

Vmax mg/day

g
I IQ
-

Cpss 0,000/ megiml
Note :meg/mi = mg/L

To calculate Incremental Loading Dose (ILD) based on Cp desired and Cp measured

Cp Desired meamt

Note ‘megiml = mg/L
Comected Cp desired megiml

w "
To calculate therapy withold period (T) when level is toxic

Vmax mgiday
Cp Desired megiml

Note :mcg/iml = mgiL
Corrected Cp desired | 0[megimi T 0.000| day

To calculate Loading Dose (LD) based on Cp desired

megiml
Cp Desired o
Note -mog/mi = mglL.

Corrected Cp desired 0.000|meg/ml

Lo 0.000| mg

To calculate New Maintanence Dose (NMD) based on Vmax and Cp desired
Vmax myday
Cp Desired megimi

Note :meg/ml = mg/L

op Deste meg/ml Vmax mglday
Note megmi = mgiL Cp Desired el
Corrected Cp desired megimi Note :megdmi = mg/L
el oowjmg Corrected Cp desired 0| megimi  New Dose 0.000] mg/day
To calculate therapy withold periad (T) when level is toxic
Vimax myiday
Cp Desired mogmi
Note megimi = mglL
Corrected Cp desired | 0/ megiml T 0.000] day
Hypoalbuminemia with ESRF
CALCULATOR FOR PHENYTOIN
E3
Booy Weight |Actual ¥ Total Dose malday
Albumin oL
Note - g/dl = 10~ gL
Km molL
Note : Adult = 4, Chidren =7
s
Note : Capsuleinjection=0.92, Suspensionablet=1
Select Patients Condition
Without Hypoalbuminemia with ESRF
Cp measured megmi
Note - meg/mi = mg/.
Corected CpMeasured 0.000]megimt
vmax Measwed)  0000|mgiaay
To calculate Vmax {population) To calculate Vd, Ke, 1112 and Cl based on Vmax
Constant Vmax makgiday Gonstant Vd kg
Note :Adult = 515 mg/kg/ay, 6mo-6yTs = 10-13 mg/kg/day, Tyrs-16yrs = 810 Note “Adut 10.65-0.74 Likg, Chikdren - 0.7-1.0 kg
il Vmax mo/day
Vimaz (pop) 000 mg/day

2 0.000| hour

Correeted Cp desired \:I meg/ml - New Dose 0.000| mg/day

Notes .

This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.
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e Click on ‘Close’ button to close the screen and go
back to the reporting screen.

o Field with yellow colour is an auto calculated field
based on formula has been set.

o There are to tab/option can be select:
- Without Hypoalbuminemia
- Hypoalbuminemia

- Hypoalbuminemia with ESRF

Cross References

None

3.5.3.12.2 Application Business Rules

No. Name Description

1. | Activate Calculator Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field

2. Pharmacokinetics Result format to be displayed in ‘Pharmacokinetics Profile’ field

Profile result

as below:

1) Vmax (Measured) : 0 mg/day

2) To calculate Vmax (population)
Vmax (pop) : 0 mg/day

3) To calculate Vd, Ke, t1/2 and Cl based on Vmax
vd:0L
Cl:0L/hr
Ke:0hr-1
t¥%2 : 0 hour

4) To calculate Cpss level based on Vmax
Cpss : 0 mcg/ml

5) To calculate Loading Dose (LD) based on Cp desired
LD : 0mg

6) To calculate Incremental Loading Dose (ILD) based on
Cp desired and Cp measured

ILD : 0 mg

7) To calculate New Maintanence Dose (NMD) based on
Vmax and Cp desired

New Dose : 0 mg/day

8) To calculate therapy withold period (T) when level is
toxic

T : 0 day

3.5.3.12.3 Input Validation Rules

No.

Name

o Mandat
Description ory Type

Body Weight 1

A drop down field to indicate the Yes Drop
patient body weight based on the Down
below:

1) Actual (Default value)
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2) Adjusted
3) Ideal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculat
1) Actual Body Weight: Directly ed
take the patient actual body
weight as entered in patient
banner
2) ldeal Body Weight:
i.  Male= {[(Height(cm)-
150)/30] x 12 x 2.3} + 50
i. Female={[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight + [ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Km Free text (user key in) No Free
Text
4. Albumin Free text (user key in) No Free
Text
5. S Free text (user key in) No Free
Text
6. Dose Free text (user key in) No Free
Text
7. Cp measured Free text (user key in) No Free
Text
8. Patient’s Vmax ((S(4)) (F) (Dose (5))(Km (2) + Cp Yes Auto
measured (6))) / Cp measured (6) calculat
ed
9. Constant Vmax Free text (user key in) No Free
Text
10. | Vmax (pop) Constant (8) * Body Weight (1) Yes Auto
calculat
ed
11. | Vmax Free text (user key in) No Free
Text
12. | Cpss ((Km (2)) (S(4)) (F) (Dose (5))) / ( Yes Auto
Vmax (10) - [(S(4)) (F) (Dose (5))]) calculat
ed
13. | Constant Vd Free text (user key in) No Free
Text
14. | Vvd Constant Vd(12) * Body Weight (1) Yes Auto
calculat
ed
15. | Vmax Free text (user key in) No Free
Text
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16. | Cl (Vmax (14) / (Km (2) + Cp measured | Yes Auto
(6)))/24 calculat
ed
17. | Ke Cl (15) / vd (13) Yes Auto
calculat
ed
18. T1/2 0.693/ Ke(16) Yes Auto
calculat
ed
19. | Cp desired Free text (user key in) No Free
Text
20. | LD Vd (13) *Cp desired (18) Yes Auto
calculat
ed
21. | Cp desired Free text (user key in) No Free
Text
22 | ILD Vd (13) * (Cp desired (20) - Cp Yes Auto
measured (6)) calculat
ed
23. | Cp desired Free text (user key in) No Free
Text
24. | New Maintanence Dose | ( Vmax (23A) * Cp desired (22) *T)/ | Yes Auto
(S(5)) (F) (Km (2) + Cp desired (22)) calculat
where T = Interval = 1 day ed
o5 | Vmax Free text (user key in) No Free
Text
26. | Cp desired Free text (user key in) No Free
Text
27. | T ((Km (2)) (LN (Cp measured (6) / Cp | Yes Auto
desired (24))) + (Cp measured (6) - calculat
Cp desired (24))) * (Vd (13) / Vmax ed
(7))
28. | F 1 No Others
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3.5.3.13.1 Screen Design
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ID CAL5

Description TDM Calculator screen (Theophylline)

Diagram
Theophylline Oral

Booy Weight [Acwal v |
Dose m
s
Theophyline Monohycrate = 0.94 Theophyline = 1
|Select Calculator

onal v

C LATOR FOR THEOPHYLLINE

Intervai(T) hour

Ble|x]

Cp Measured mcg/ml

Note : meg/mi = mg/L
To calculate Clearance based on patient's factor(s)

Faclor Q
Note: For multiple factors, @= Q1 x Q2 x Q@3

Clearance Cp Measured 0.000| Lir

Clearance(pop) 0.000| L
Note: Q=
Smoking History 16 Phenobarbitone 13
Cystic Fibrosis 15 Phenytoin 16
Severe COPD 08 Rifampicin 13
Acute Pulmonary Oggema 05 Erythromycin 075
Hepalic Cirthosis 05 Ciproflosacin 07
Acute Pulmonary Edema 05 Cimetidine 06
Acute Viral liness 05 Propanolol 06
Chronic Heart Failure 04 Infiuenza Vaccine 05
None 1 Elderly = 70y.0 08
To calculate Ke and t1/2 based on CI
cl 0 Unhr
Ke 0.000| hr-1
2 0.000] hour
To calculate Loading Dose (LD) based on Cp desired and Vd
0 mog/mi
Cp desired
Note: meg/mi = mg/L
vd oL
LD 0.000| mg
To calculate New Maintanence Dose (IMD) based on Cp desired and CI
0 mogimi
€p desired
Note: mog/mt = mg/L
c 0 Unhr
T 0hr

To calculate Vd based on patient’s factor(s)

0
Factor Vd

Nofe: Adult = 0.5 Premature = 0.7

To calculate Cpss level based on current dose and CI

cl
Note: meg/ml = mgiL

Cpss 0.000| mcg/mi

To calculate Incremental Loading Dose (ILD) if level is SUB-therapeutic based on Cp desired and Vd
0 meg/mi
Cp desired
Note: meg/ml = mo/L

vd aL

(L] 0.000 mg

To calculate New Dose (Ko) based on Cp and Cl when convert Oral fo IV Aminophylline
o |
o meg/m
Note: meg/mf = mg/lL

Gl 0 Lhr

Theophylline IV
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CALCULATOR FOR THEOPHYLLINE

Body Weight | Actual v

Dose

s

Select Calculator

Oral [\

mgihr

PhiS& CPS PROJECT

Aminophylline Anhydrous = 0.8 Aminophyline hydrous = 0.64

Body Weight 6] kg

nanhiaga

[Be]x]

Cp Measured megimi

Note : mogimi = mg/L
To calculate Clearance based on patient's factor(s)
0

Factor @
Note: For multiple factors, Q= Q1 x Q2 x Q3

Clearance Cp Measured 0.000] Litw
Clearance(pop) 0.000| e

Note: Q=

Smoking History 16 Phenobarbitone
Cystic Fibrosis 15 Phenytoin
Severe GOPD 08 Rifampicin

Acute Pulmonary Oegema 05 Erythromycin
Hepatic Cirthosis 05 Ciprofioxacin
Acute Pulmonary Edema 05 Cimetidine

‘Acute Viral lliness 05 Propanolol
Chronic Heart Failure: 04 Influenza Vaccine
None 1 Elderly > T0y.0

To calculate Ke and t1i2 based on C1

cl 0 Lihr

Ke 7ﬂﬂﬂﬂ‘ hr-1
wz [ 0.000]neur
o calculate Loading Dose (LD) if NO Theophyline given within 24 hours
w[  e000m
To calculate Loading Dose (LD) based on Cp desired and Vd
Co desired 0jmegrm
Note: meginl = molL
va oL

LD 0 mm‘ mg
To calculate Withold Therapy Period (T) if level is SUPRA-therapeutic based on Cp desired and Ke
Cp Desired

T 0,000 nour

0 meg/ml

To convert IV Aminophyliine to Oral
0 unr
o
Note: megimi = mo/L

Cp Desired

Dose 0.000| mgiday

0 meg/mi

To calculate Vd based on patient's factor(s)

0
Factor Vd

Note: Adult = 0.5 Premature = 0.7

vd (pop) 0.000/ L

To calculate Cpss level based on current dose and CI
0 Limr
a
Note: meg/mt = mgiL

Cpes 0.000 megimi

To calculate Loading Dose (LD) if Theophylline given within 24 hours

) 198.000| mg

To calculate Incremental Loading Dose (ILD) if level is SUB-therapeutic based on Cp desired and Vd
0 meg/mi
Cp Desired
Nate: meg/ml = mgl

vd oL

ILD 0 ona‘ mg
To calculate infusion rate (Ko) based on Cp desired and CI
0 megiml
Cp desired coim
Note: meg/m! = mglL

Clearance 0 Uhr

Infusion rate {Ko) 0.000 momr

Notes

e This pop up screen appears upon clicking on
“calculator” hyperlink at the Reporting screen.

e Click on ‘Close’ button to close the screen and go

back to the reporting screen.

e Field with yellow colour is an auto calculated field

based on formula has been set.
e There are to tab/option can be select:

Theophylline Oral
Theophylline IV

Cross References

None

3.5.3.13.2 Application Business Rules

No. Name

Description

3. Activate Calculator

Tick on the checkbox to activate the calculator and display the
result in Pharmacokinetic Profile field

4, Pharmacokinetics
Profile result

Result format to be displayed in ‘Pharmacokinetics Profile’ field
as below:

1) Clearance Cp Measured : 0 L/hr
2) Clearance(pop) : 0 L/hr
3) Vvd (pop):0L

SDD_TDM_V1.2
© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB)

Page 61



PhIS& CPS PROJECT

niaga

Name

Description

4) Ke:0hr-1

5) t¥%: 0 hour

6) Cpss: 0 mcg/ml

7) LD : 0 mg/day

8) ILD : 0 mg/day

9) New Dose : 0 mg/day
10) Ko(lV) : 0 mg/hr

3.5.3.13.3 Input Validation Rules

No. | Name Description 2’:2?3 Type
1. Body Weight 1 A drop down field to indicate the Yes Drop
patient body weight based on the Down
below:
1) Actual (Default value)
2) Adjusted
3) Ideal
2. Body Weight 2 Display patient body weight based Yes Auto
on selected body weight 1: calculated
1) Actual Body Weight: Directly
take the patient actual body
weight as entered in patient
banner
2) Ideal Body Weight:
i.  Male={[(Height(cm)-
150)/30] x 12 x 2.3} + 50
i. Female={[(Height(cm)-
150)/30] x 12 x 2.3} +
45.5
3) Adjusted Body Weight:
Ideal Body Weight + [ 0.4 x
(Actual Body Weight — Ideal Body
Weight)]
3. Dose Free text (user key in) No Free Text
4. T (Interval) Free text (user key in) No Free Text
5. S Free text (user key in) No Free Text
6. Cp measured Free text (user key in) No Free Text
7. Factor Q Free text (user key in) No Free Text
8. Factor vd Free text (user key in) No Free Text
9. Clearance Cp measured | Factor Q (4) * (S (2B)*F*(Dose (2)/T | Yes Auto
(2A)) 1 Cp measured (3)) calculated
10. | Clearance (pop) FactorQ4) * 0.04 * Body Weight (1) Yes Auto
calculated
11. | vd (pop) Factor Vd (5) * 0.5 * Body weight (1) | Yes Auto

SDD_TDM_V1.2
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calculated
12. | Cl Free text (user key in) No Free Text
13. | Ke CI(9)/Vvd (8) Yes | Auto
calculated
14. | twz 0.693 / Ke (10) Yes Auto
calculated
15. | Cl Free text (user key in) No Free Text
16. | Cpss ((S(2B)(F) (Dose (2)/T (2A))/ Cl Yes | Auto
(12) calculated
17. | Cp desired Free text (user key in) No Free Text
18. | Loading Dose (vd (8)) ( Cp desired (14)) /((S(2B)) | Yes Auto
()] calculated
19. | Cpdesired Free text (user key in) No Free Text
20. | Vd Free text (user key in) No Free Text
21. | ILD (Vd(18)(Cp desired (17)-Cp Yes Auto
measured(3))) / (S(2B)(F)) calculated
22 | Cp desired Free text (user key in) No Free Text
23. | Cl Free text (user key in) No Free Text
24. | Newinterval, T Free text (user key in) No Free Text
25. | New Maintanence Dose | (Clearance (21)*Cp desired (20)*T Yes Auto
(22))/ (S(2B)*F) calculated
26. | Cp Free text (user key in) No Others
27 | Cl Free text (user key in) No Others
2g. | Ko Cp (24 * Clearance (25) Yes Auto
calculated
20. |F 1 No Others
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3.6  TDM External Resulting

3.6.1 Purpose

This module shall be used by Pharmacist to record external TDM result reporting for clinical
pharmacokinetics services or therapeutic drug monitoring (TDM) services. External TDM can be

via online and offline record.

3.6.2 Screen Navigation Diagram

SDD_TDM_V1.2

User

| Manage External

Manage patient
detail from other
hospital

External TDM

reporting

TDM reporting
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3.6.3 Detail Functionality and Screen
3.6.3.1 External TDM Result Reporting Listing Screen
3.6.3.1.1 Screen Design
ID EXTDM.SD1
Description External TDM Resulting Listing page
Diagram
EXTERNAL TDM RESULTING
i |
External TDM No External Facility -
External MRN Patient Name
Receive Date From ] Receive Date To B
Qthers Facility Status v
Search Results
1 f20 » ¥ [1-10/193]

External TDMNo %
EXTDM00000003
EXTDMO00000011
EXTDMO00000029
EXTDMO00000079
EXTDMO00000135
EXTDMO00000160
EXTDMO00000185
EXTDMO00000191
EXTDMO00000192
EXTDM00000193

Hospital Marudi

Hospital Marudi

Hospital Limbang

Hospital Marudi
Hospital Sibu

Hospital Limbang

External Facility

Kiinik Kesihatan Bandar Miri

Klinik Kesihatan Bandar Miri
Klinik Kesihatan Tudan

Klinik Kesihatan Lawas

Others Facility

External MRN >
oo

|

C

K

-

=

E
P

¢

Patient Name

¥

Receive Date/Time

3

Status

Resulted
Recorded
Rejected
Resulted
Resulted
Resulted
Resulted
Resulted
Recorded

Resulted

£

Notes

e Click on the ‘Search’ button to list down the results based on the
criteria entered.

¢ Click on the ‘Close’ button to cancel task and return to home page.

¢ Click on “Register Patient” button to register patient. Screen for
registration will appear. Refer to Screen Name — External TDM
Registration.

Cross References

None

3.6.3.1.2 Application Business Rules

No. Name Description
1. Search Transaction If the External TDM record received via online services record will
auto display with Online = Yes
2. | View search result in | Columns in search result listing are displayed based on:
listing page i. External TDM No
i. External Facility
iii.  Others Facility
iv. External MRN
V. Patient Name
Vi. Received Date/Time
Vii. Status
Viii. Online
SDD_TDM_V1.2

© 2011-2018 Pharmaniaga Logistics SdnBhd (PLSB)

Page 65



PhIS& CPS PROJECT

niaga

3.6.3.1.3 Input Validation Rules
No. Name Description Mandatory Type
1. External TDM No | An enterable lookup field which will display | No Searching
list of external TDM no in popup screen. Field
2. | External Facility | External Facility to be selected from the No Drop
dropdown combo box with values populated Down
from External Facility Master.
3. | External MRN A free text field to enter the text with | NO Free Text
capacity maximum of 20 characters
4. Patient Name A free text field to enter the text with | NO Free Text
capacity maximum of 100 characters
5. | Received Date Received Date From to be entered in | NO Calendar
From dd/mm/yyyy format. Calendar selection to
be provided
6. | Received Date Received Date To to be entered in | NoO Calendar
To dd/mm/yyyy format. Calendar selection to
be provided
7. | Status A drop down combo box with value as | NO Drop
below: Down
1) Recorded
2) Resulted
3) Rejected
8. | Other Facility A free text field with maximum 100 No Free Text
characters

SDD_TDM_V1.2
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3.6.3.2 External TDM Registration

3.6.3.2.1 Screen Design

ID

EXTDM.SD2

Description

External TDM Registration

Diagram

v gy

External MRN
External Facility
Others Facility

Date of Birth 06/04/2018

EXTERNAL TDM REGISTRATION

'ManageSample| + | B | X

Patient Name

v Patient ID Number
ID Type v |
m Gender v |

e S B B L = Wi A

T e TS T TLTT

Notes

e Click on ‘Add’ button to register new patient
¢ Click on the ‘Cancel’ button to go back to the main page.

¢ Click on the ‘Save’ button to save the record, will generate
External TDM No.

Cross References

None

3.6.3.2.2 Application Business Rules

No. Name

Description

1. Search Patient

e [f the patient is already registered before, user can click on the

“search button” at the External MRN field to search for
the registered patient and information about the registered
patient will appear as below:

- External MRN

- Patient Name
External Facility
External TDM No

2. | Manage Sample

e Click on “Manage Sample’ system will open screen for TDM
resulting. Refer to screen 8.26 Screen Name — External
TDM Resulting.

e After save system will generate External TDM No.
- Format no will be: (EXTDMXXXXXXXX)
EXTDM and followed by 8 running number.

3.6.3.2.3 Input Validation Rules

No. Name Description Mandatory Type

1. External MRN A free text field to enter the text with | Yes Text
capacity maximum of 20 characters Field

2. Patient Name A free text field to enter the text with | Yes Text
capacity maximum of 100 characters Field

SDD_TDM_V1.2
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3. | External Facility

External Facility to be selected from the
dropdown combo box with values
populated from External Facility
Master list

No

Drop
Down

4. Patient ID
Number

Free text with maximum 20 characters
field

Yes

Free text

5. | Other Facility

Free text with maximum 100 characters
field

No

Free text

6. ID Type

Drop Down field with value as below:
1) Birth Certificate
2) Driving License
3) Father IC
4) Military Card Number
5) Mother IC
6) Mykad
7) Mykid
8) OldIC
9) Others
10) Passport
11) Pension Card
12) Police Card Number
13) Work Permit

Yes

Drop
Down

7. Date of Birth

Date of Birth to be entered in
dd/mm/yyyy format. Calendar selection
to be provided

Yes

Calendar

8. Gender

Drop Down field with value as below:
1) Female
2) Male
3) Unknown

Yes

Drop
Down

SDD_TDM_V1.2
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3.6.3.3 External TDM Resulting
3.6.3.3.1 Screen Design

ID EXTDM.SD3

Description External TDM Resulting

Diagram

EXTERNAL TDM RESULTING

External TDM No - EXTOMO0000011
Patient Details

External MRN . KKE13012800002835 Pafient Name : SO S S Patient ID Number : 490315135343 External Facility : Klinik Kesihatan Bandar Miri
Delivery Details

Sample Sent By Sample Sent Date/Time

Sample Received By Sample Received Date/Time

Drug Details

TOM Drug | 4 Sampling Type | v m ‘

[1-1/1]

1t
Pre v/ 0 0

Sodium Valproate 200 mg Tablet Recorded

Prepared By LU LUAN MEE \ Remarks

[ B save | ’VCOnﬂrm|

Notes e User may add multiple drugs by click on the TDM Drug and click on
‘Add’ button.

¢ Click on the ‘Save’ button to save the record.
¢ Click on the ‘Close ‘button to return to the listing page.

e Click on the ‘Confirm’ button to confirm the record and the record
no longer can be edited.

e Click on ‘Print’ button to print the External TDM resulting record
Cross References None

3.6.3.3.2 Application Business Rules

No. Name Description

1. Delete Record ¢ Online offline record can be deleted
e Click on the ‘Delete’ check box to delete the drug. Alert
message will prompted as below:
“Are you sure to Cancel the record?” Y — Yes, N - No
- Yes — delete the record from screen
- No — Keep the record in the screen
- No cancellation can be done after “confirm’ the record.

3.6.3.3.3 Input Validation Rules

No. Name Description Mandatory Type

SDD_TDM_V1.2
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1. External TDM No System auto generated after save Yes Auto
record in ‘External TDM Registration’ generated
Patient Details
2. External MRN This field will captured entered value | Yes Auto
from External MRN field generated
3. Patient Name This field will captured entered value | Yes Auto
from Patient Name field generated
4, External Facility This field will captured selected value | Yes Auto
from External Facility master list generated
Delivery Detail
5. Sample Sent By A free text field to enter the text with | No Text Field
capacity maximum of 100 characters
6. Sample Sent Sample Sent Date/Time to be entered | No Calendar
Date/Time in dd/mm/yyyy format. Calendar
selection to be provided
7. Sample Received A free text field to enter the text with | No Text Field
By capacity maximum of 100 characters
8. Sample Received Sample Received Date/Time to be | No Calendar
Date/Time entered in dd/mm/yyyy format.
Calendar selection to be provided
Drug Details
9. TDM Drug An enterable lookup field which will | Yes Searching
display list of TDM Drug in popup Field
screen.
10. | Sampling Type A drop down combo box with values as | Yes Drop Down
below:
1) Pre
2) Post
3) Random
Resulting
11. | TDM Drug This field will capture selected value | Yes Auto
from TDM drug field in Drug Details. captured
12. | Sampling Type This field will capture selected value | Yes Auto
from Sampling Type Master captured
13. | Result Value A free text field to enter the text with | Yes Text Field
capacity maximum of 10 characters.
Value to set with 3 decimal points.
14. | Uom A drop down combo box with values | No Drop Down
populated from UOM Master
15. | Prepared By This field will be auto captured login | Yes Auto
person ID. captured
16. | Remarks A free text field to enter the text with | NO Text Field
capacity maximum of 1000 characters
17. | Delete Check box provided. No Check Box
Tick — Yes, delete the record
Untick — No, keep the record.
SDD_TDM_V1.2
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Toxic

Check box provided.
Tick — Yes, Toxic
Untick — No, Non Toxic

No

Check Box

19.

Reject

Check box provided.
Tick — Yes, Rejected
Untick — No, Non rejected

No

Check Box

20.

Status

Status will be display based on the
transaction with below value;

1) Recorded
2) Rejected
3) Resulted

Yes

Auto
captured

SDD_TDM_V1.2
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3.7 TDM Guideline (Master Setup)

3.71.1 TDM Guideline Listing Screen (Master Setup)
3.7.1.1.1 Screen Design

niaga

Acetylsalicylic Acid 100 mg, Glycine 45 mg Tablet
Acetylsalicylic Acid 300 mg Soluble Tablet

Amikacin 10 mg/ml Injection

Amikacin 250ma/2ml Injection

Amikacin 500ma/2ml Injection

Aminophylline 25mgéml in 10ml Injection (250mg/10ml)
Aminophylline 5 mg/ml Injection

Carbamazepine 100 mg/5 ml (2% w#v) Syrup
Carbamazepine 200mg CR Tablet

Carbamazepine 200mg Tablet

121172015 02:35:52 PM
12/11/2015 02:33:21 PM
0311/2013 04:24:31 PM
03/11/2013 04:24:31 PM
03/11/2013 04:24:31 PM
0311/2013 04:24:31 PM
03/11/2013 04:24:31 PM
031172013 04:24:31 PM
03/11/2013 04:24:31 PM
03/11/2013 04:24:31 PM

ID TDMGL.SD1

Description TDM Guideline listing Screen (Master Setup)

Diagram

rn Ex

12/11/2015 02:36:31 PM
12/11/2015 02:34:23 PM
24/11/2015 11.48:20 AM
24/11/2015 11:47:53 AM
24/11/2015 11:43:14 AM
20/11/2015 06:18:54 PM
20/11/2015 06:1%:17 PM
24/11/2015 12:02:57 PM
24/11/2015 12:03:35 PM
24/11/2015 12:04:39 PM

Notes

criteria inserted.

‘Remarks’

e Click on the ‘Add’ button to add new drug guideline.
e Click on the ‘Search’ button to list the record based on the search

- Search criteria is provided based on ‘TDM Drug’ and

Cross References

None

3.7.1.1.2 Input Validation Rules

No. Name Description Mandatory Type

1. TDM Drug An enterable lookup field which will display | No Searching
list of TDM Drugs in popup screen. TDM Field
Drugs is capture from drugs with TDM
checked in Drug master list.

2. Remarks A free text field to enter the text with | No Text Field
capacity maximum of 100 characters.

3.7.1.2 TDM Guideline Screen (Master Setup)
3.7.1.2.1 Screen Design

ID

TDMGL.SD2

Description

TDM Guideline Screen (Master Setup)

Diagram — Add Drug

SDD_TDM_V1.2
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TDM Guideline

Ble]f x|
0.00

, TDM Drug Amikacin 250mg/2ml Injection > Total Gost of Analysis(RM)

24 Hours
Time to reach steady state Remarks
Calculator
' Digoxin A| | #b] | Aminogycoside Pre -Post
Carbamazepine Aminoglycoside Pre
Fhencparbitone P | minogycosive post
Vancomycin Pre 4| Aminogiycoside Post1-
Posth
Theophyline
valproic Acid &
«
Vancomyein Post
v
Vancomycin Pre -Fost
TDM Guideline Detail
1 2]
1 /1 [1-5/5]
Sampling Type B After/Before 4 Default time Lab Order Therapeutic Range Updated On
. TROUGH - < 10 meg / mi; <5 meay mi
Random AFTER 30 | Amikacin random e e meg/mi 0311172013
TROUGH : < 10 meg / ml; < & g ml
Pre BEFORE 30 | Amikacin PRE fissvisd meg/mi 0311172013
Fost AFTER 30 | Amikacin POST FEAK : 20 - 30 meg iml meg/mi 0311172013
FOSTY AFTER 1| Amikacin POST megimi 05105/2015
POST2 AFTER & | Amikacin POST megimi 05105/2015

Click on “Add” button will pop up screen as below diagram.

Diagram — Add Sample

Default Time(HH:MM) - After/Before -
Notes ¢ Click on the ‘Close’ button to go back to the main page.
e Click on the ‘Add’ button to add sample.
e Click on the ‘Save’ to save the record and refresh data.
Cross References None

3.7.1.2.2 Input Validation Rules

No. Name Description Mandatory Type

1. | TDM Drug An enterable lookup field which will display list | Yes Searching
of TDM Drugs in popup screen. TDM Drugs is Field
capture from drugs with TDM checked in Drug
master list.

2. | Calculator This field will provide dual listbox function. | No List box

User may select multiple calculators for one
drug.
Value contains as below:

SDD_TDM_V1.2
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Code Description

TDMC1 | Gentamicin Pre & Post
TDMC2 | Gentamicin Postl & Post6
TDMC3 | Amikacin Pre & Post
TDMC4 | Amikacin Postl & Post6
TDMC5 | Vancomycin

TDMC6 | Phenytoin

TDMC7 | Valproic Acid

TDMC8 | Carbamazepine

TDMC9 | Phenobarbitone

TDMC10 | Digoxin
TDMC11 | Theophylline
TDMC12 | Cyclosporin
TDMC13 | Tacrolimus
TDMC14 | Sirolimus
TDMC15 | Methotrexate
TDMC16 | Salicylate

TDMC17 | Paracetamol

3. Time to reach
steady state

A free text field to enter the text with capacity
maximum of 2000 characters.

No

Text field

4. Remarks

A free text field to enter the text with capacity
maximum of 2000 characters.

No

Text field

5. Total Cost of
Analysis (RM)

A free text field to enter the text with capacity
maximum of 5 characters.

*Pending data set from MOH.

No

Text field

TDM Guideline Details

6. | Sampling type

A drop down combo box with values populated
from ‘Sampling Type’ ph_ref_code The value
contains as below:

1) Pre

2) Post

3) Random

No

Drop
Down

7. Lab Order

An enterable lookup field which will display list
of “TDM Lab order ph_ref code, in popup
screen. The value contains as below:

Code

Description

TDMS1 Gentamicin PRE

TDMS2 Gentamicin POST

TDMS3 Gentamicin random

TDMS4 | Gentamicin post 1 hour

TDMS5 | Gentamicin post 2 hours

TDMS6 | Gentamicin post 6 hour

No

Drop
Down

SDD_TDM_V1.2
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TDMS7 | Amikacin PRE

TDMSS8 Amikacin POST
TDMS9 | Amikacin random
TDMS10 | Amikacin post 1 hour
TDMS11 | Amikacin post 2 hours
TDMS12 | Amikacin post 6 hour
TDMS13 | vanvomycin PRE
TDMS14 | vancomycin POST
TDMS15 | vancomycin random
TDMS16 | Phenytoin PRE
TDMS17 | Phenytoin Random
TDMS18 | valproic Acid PRE
TDMS19 | valproic Acid Random
TDMS20 | carbamazepine PRE
TDMS21 | carbamazepine Random
TDMS22 | phenobarbitone PRE
TDMS23 | Phenobarbitone Random
TDMS24 | Digoxin PRE

TDMS25 | Digoxin Random
TDMS26 | Aminophylline PRE
TDMS27 | Aminophylline Random
TDMS28 | Cyclosporin PRE
TDMS29 | Cyclosporin post 2 hour
TDMS30 | Tacrolimus PRE
TDMS31 | sirolimus PRE
TDMS32 | Methotrexate Random
TDMS33 | salicylate Random
TDMS34 | paracetamol Random

8. | Default time A free text field to enter number with capacity | NO Text Field
maximum of 5 characters

9. Default time A drop down combo box with values populated | No Drop

type from ‘Default Time’ ph_ref code. The value Down
contains as below:
1) Hour(s)
2) Minute(s)

10. | After/Before A drop down combo box with values populated | No Drop
from ‘After_Before’ ph_ref code. The value Down
contains as below:

1) After
2) Before

11. | UOM A drop down combo box with values populated | No Drop

from ‘tdm _uom’ ph ref code. The value Down
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contains as below:

1) mcg/ml
2) ng/mi
3) mmol/L
4) mg/dL
12. | Therapeutic A free text field to enter the text with capacity | NO Text Field
Range maximum of 1000 characters.
13. | Updated On This field will capture updated date and time of | NO Others
the guideline.
SDD_TDM_V1.2
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3.7.1.3 TDM Guideline Screen (TDM Order Screen)
3.7.1.3.1 Screen Design

bharmaniaga

ID TDMGL.SD3

Description

TDM Guideline Screen (TDM Order Screen)

Diagram

[i]

TOM Drug Sodium Valproate 200 mg Tablet H p
\Without LD - 3-5 Days

With LD - 24 Hours

Suspected Toxicity : STAT

Total Cost of Analysis(RM)

Time to monitor Remarks

x|

\ !

Calculator

11
Sampling Type
Pre BEFORE

Random BEFORE

TDM GUIDELINE DETAIL

After/Before

Digoxin ‘Va\pmmAcm

A
Aminoglycoside Pre

(Carbamazepine
Phenobarbitone
Vancomycin Pre
Theophylline

Vancomycin Post
v
Vancomycin Pre -Post

[1-2/2]

Default time Updated On

Lab Order Therapeutic Range Uom

30 MINUTES Valproic Acid PRE TROUGH : 50 -100 mco/ml 05/0412018

30 MINUTES

memoliL ‘

Valproic Acid random TROUGH : 50 -100 mcg/ml mmol/L 05/04/2018

SD3.TDM Guideline Screen

Notes

e This screen will be display upon clicks on TDM Guideline
hyperlink in TDM Order screen and the screen is for viewing
purpose only.

TOMDrug | Inj. Amikacin 500mg Q | TOM Guidelines

e ‘TDM Drug’ will be the key of searching. Click on search and
will display the drug and sample details.

e Click on the ‘Close’ button to close and go back to the previous
screen.

e Field in this screen will be captured from TDM Guideline
Master depends on the selection of TDM Drug.

Cross References

None

3.7.1.3.2 Input Validation Rules
No. Name Description Mandato | Type
ry

1. | TDM Drug An enterable lookup field which will display | No Auto
list of TDM Drugs in popup screen. TDM display
Drugs is capture from drugs with TDM
checked in Drug master list.

2. | Calculator This field will display value entered in TDM | No Auto
Guideline Master based on the selected display
TDM Drug.

SDD_TDM_V1.2
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3. | Time to reach steady | This field will display value entered in TDM No Auto
state Guideline Master based on the selected display
TDM Drug.
4. | Remarks This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
5. | Total Cost of This field will display value entered in TDM No Auto
Analysis (RM) Guideline Master based on the selected display
TDM Drug.
TDM Guideline Details
1. Sampling type This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
2. Lab Order This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
3. Default time This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
4, Default time type This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
5. After/Before This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
6. UOM This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
7. Therapeutic Range This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
8. Updated On This field will display value entered in TDM No Auto
Guideline Master based on the selected display
TDM Drug.
SDD_TDM_V1.2
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4 References

Document Description/ Expansion
PhlS_ CPS URS TDM v1.3
PhIS_CPS_SDD_TDM_v1.2

5 Acronyms

Item Description
LN Log no
EXP Exponent
TDM Therapeutic Drug Monitoring
SDD System Desigh Documents
URS User Requirement Study

‘
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