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PhIS & CPS Project - Quick Guide — ADR Reporting Screen

Summary of Ticket Number and Request for ADR Reporting Screen
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No. Ticket # Description Requests Solution
1. | I-PhIS035 781118S | User request date end of reaction not mandatory because | Request date end of reaction not mandatory ADR Reporting Screen
sometime patient still got reaction during ADR reporting. 1) To remove mandatory for Date End
User.als?h requets_t got remark column for patient still of Reaction
ongoing the reaction.
going : 2) Torename' Hospitalization/Prolong
2. | I-PhIS045 488918S | User request to remove mandatory for Date End of | Request date end of reaction not mandatory Hospitalization' to
Reactiodn ar:jd a(_:lld :ield hDate Enddof Reaction IF({EMARK . 'Hospitalization/Prolonged
As per drug details for Therapy End Date Remar Hospitalization'
3. | I-PhIS047 907718S | User request Date End Of Reaction field not compulsory | Request date end of reaction not mandatory | 3) Torename 'ADR Reporting' to
to key in. 'ADR/AEFI Reporting'
4. | I-PhIS049 313619S | To rename ' Hospitalization/Prolong Hospitalization' to | To  rename ' Hospitalization/Prolong | 4) To remove this confirmation alert
'Hospitalization/Prolonged Hospitalization' Hospitalization' to 'Hospitalization/Prolonged (CONF0003: Please use WHO
Hospitalization' Classification for ADR description.
5. | I-PhISO49 314419S | To rename 'ADR Reporting' to '"ADR/AEFI Reporting' To rename 'ADR Reporting' to 'ADR/AEFI Proceed to Verify? )
Reporting' 5) To have link to medication profile in
6. | I-PhIS049 355219S | Remove mandatory for 'Date end of Reaction' field Request date end of reaction not mandatory ADR reporting section
7. I-PhIS049 355319S | To remove this confirmation alert (CONFO003: Please use | To remove this confirmation  alert ADR R t Printi
WHO Classification for ADR description. Proceed to | (CONFO003: Please use WHO Classification for etpo an .|ng .
Verify? ) ADR description. Proceed to Verify? ) 1. To display 'Action taken with suspected
drug' in ADR Report printing
8. | I-PhIS049 355419S | 1. To display 'Action taken with suspected drug' in ADR | 1. To display 'Action taken with suspected , ,
I , . o 2. To rename 'www.bpfk.gov.my' to
Report printing | drug in ADR Report printing WWW.NDFa.EOV.MmV’
2. To rename 'www.bpfk.gov.my' to 'www.npra.gov.my' | 2. To rename 'www.bpfk.gov.my' to i pra.gov.my
3. to display full name 'Hospitalization/Prolonged | 'www.npra.gov.my' 3.1t0 c'i|sp'lay'full name
Hospitalization' 3. to display full name Hosplta!lzaﬁlon/ProIonged
'Hospitalization/Prolonged Hospitalization' Hospitalization
9. [-PhIS021 674717S | User request to view all medication in drug details | ADR Reporting Screen
column. Currently at drug details column only appear | To have link to medication profile in ADR
active medication. User request to view all medication | report section
include previous medication.
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Fu;:::)t\::n ADR Reporting Screen in current Version 2.2 ADR Reporting Screen in new Version 2.3

1. ADR/ Adverse Drug Reaction = ADR Reporting ADR/ AEFI = ADR/ AEFI Reporting

AEFI

Reporting . . “ — ' I

Screen 1) Menu and header name will be displayed as “ADR Reporting 1) Menu and header has been renamed form 'ADR Reporting' to 'ADR/AEFI

e At the main Menu:

=

=] Home

| Patient Management

| Order Management

G Inventory

21 Adverse Drug Reaction
I ADR Rﬂpnﬂing

NPRA Feedback

Print Allergy Card
& Pharmacy Transaction

e At the screen header:

ADVERSE DRUG REACTION

XX 0K X000 XXX Mykad 411011710068
-
f/ ) Address Phone And Email
Height | 1?8|cm Weight | ?8|kg BMI/BSA 24.6/1.96 m? JF
Upload Photo |

Reporting'
e At the main menu:

& E

] Home

[ Patient Management

Cl Order Management

C1 Inventory

I ADRJAEFI

ADR/AEFI Reporting
NPRA Feedback
Print Allergy Card

;] Pharmacy Transaction

e Atthe screen header:

ADR/AEFI REPORTING

FHOOOOOK 00K XKHXX Mykad 601003025
a
,/ ) Address FPhone And Email
Height | |cm Weight | |.rrg BMI/BSA 00 m? 'U_p

Upload Photo
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Function
Flow

ADR Reporting Screen in current Version 2.2

ADR Reporting Screen in new Version 2.3

Adverse reaction description

Race

Please classify for skin reaction

2) ‘Reaction end date’ field is mandatory to be selected

1. ADR DETAILS

sdfsdf

User Guide for ADR/AEFI Reporting via PhiS

| Balau v |

[0 Skin Reaction

Reaction start date 26/08/2020 ? *
Reaction end daie 26/08/2020 ? *

Time-to-onset of reaction

Treatment of adverse reaction

Outcome

Seriousness

| | | immediately v |

asfda

| 1= Recovered/Resolved v |

(N0 w |7

2) Mandatory rules for ‘Reaction End Date’ field has been removed

Adverse reaction description

Race
Flease classify for skin reaction

~Reaction star date

1. ADR DETAILS

Patient was started on T. Allopurinol 150mg OD on 16/6/2020 from
taking t. Allopurinol 150mg BD. Patient claims that she only develoy
stopped taking Allopurinol.

User Guide for ADR/AEFI Reporting via PhlS

| Malay - |*

[] Skin Reaction
01/09/2020 Enll

m
E

Reaction end date

)

L—
Time-to-onset of reaction

Treatment of adverse reaction

[ | | Immediately T =

apply cream Decozol

QOutcome | 1 = Recovered/Resolved - |*
Seriousness |Yes w |*|2 = Life Threatening - |*
Steps:

- Create ADR record with empty ‘Reaction end date’ field
- Click on Save button

Record saved successfully

hor

Vivkad 500120115285 Ag

And Email Diagnosis

70 Years 07 Months 25 Days Gender Male

4 00 m2  [Upgate| (LastUpdated : ) Nationality - Warganegara

No know

Allopurinol 150mg OD on 16/6/2020

ol

[EFI Reporting via PhiS

INFORMATION

ng BD. Patient claims that she only def @ INFOD679: Record has been saved successfully s resolved after patient

[ ok

ss for about 3 weeks of

ediately

Extent of reaction

Action taken with suspected drug
Reaction subsided after action taken with suspected drug

Reaction reappeared after reintroducing suspected drug

Relatedness of suspected drug to reaction(s)
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Function
Flow

ADR Reporting Screen in current Version 2.2

ADR Reporting Screen in new Version 2.3

3) Inversion 2.2, display as 'Hospitalization/Prolong Hospitalization'

w ¥ v |

1 = Results In Death
2 =Life T_hrgate_ning

Seriousness Yes

4 = Disability/Incapacity
5 = Birth Defect

4) There is alert message on using WHO classification when click on verify

check box. The alert message as below:

il CONFIRMATION

o CONF0003: Please use WHO Classification for ADR.

I§ ) description. Proceed to Verify?

| Cancel | | Yes | | No |

Step:
- Tick on ‘Record Verified’ check box, message alert prompted as
below:

3) In new version has been renamed from 'Hospitalization/Prolong
Hospitalization' to 'Hospitalization/Prolonged Hospitalization'

v ||| -

Seriousness Yes

1= Results In Death
2 = Life Threalening

4 = Disability/Incapacity
5 = Birth Defect

4) Alert message on using WHO classification has been removed.

Steps:
- Tick on ‘Record Verified’ check box, no more message alert prompted
- User may proceed to click on Save button to save the records, message
alert shall prompt “Are you sure you want to save?”

CONFIRMATION

E,—:Q) COMFO0002: Are you sure you want {o save?
|

| Cancel || Yes || No |

- Click ‘yes’, another message alert prompted to informed record has been
saved successfully

INFORMATION

i g‘a INFOO0679: Record has been saved successfully
\

OK
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Function

Flow ADR Reporting Screen in current Version 2.2 ADR Reporting Screen in new Version 2.3

5) Currently there is no place to view patient’s medication profile in ADR 5) Link to view patient’s medication profile has been added in ADR reporting

reporting section screen

ADVERSE ORUG REACTION ADRIAEF] REPORTING
118 allx] ia] (@ cocaecrd [B [ X
RIGOK XX KXKXOOKXK Mykad §TI23085072 Age 32 Yoars 11 Monihs 15 Days. Ganger Fomale MRY 380003384 ARG XXX KXKXKXEXRE Mykad 500120115285 ‘Age T Years 09 Months 17 Days Gander Male RN HSMI62588
saas s snagrnat aunoss o s [ - | p - Frone st Dagross [rr—yr— 1 n =
i Haight on i m BMBSE 00 M pdate] (LastUpdated | | Nanansty | Warganegarn o0 Wit b BWBSA 00 m¢  piae) iestUpdatnd: ) iy Wargaoegars
: Upicad Phots
4OR Demograptic
Medcation Frotle [| ADRIAEF|  Demopraphic
1. ADR DETAILS,
T, e, Pt was festhot sndred
Tashas ove oyt wi i an b nmm:lnmmnmmmu pain, muscioctamps, mmumm-m biackout around Jomins. Pt
averss isacton cescretion e s staredco T Alpunol 150 0 o 1652010 Tam OFD G S Hoyever, 2 Ga/800 georsld ITnes e sbout 3 ek o
,__M'l;‘r,_".':’m".“mm”“" = N R P — ing . Allopusinol 150mg B Patient iakns iat she anly develaped allergie reaction o Rehiness without any rashes. The Hchiness resolved after patient
s g Asoures
Race ndian .- Ui Guite o ADRIAEF] REDOTSRg Vi FRIS MG AEF Terminokony Guide
Plense cisssy for sin rescion @ Skin Reaction Exstent of reacion 3= Severe v Race My ="
Reacton stan ate 11z a ACKaN aken Wi SUEDSCISD ) 1 Drug Wanarewn | v ¢ Please classiy for sk reaction [ Stin Reacton Estient ot reacion 1= Mid .|
Feacion and data 1amazon &) Reactin subcided afaraction takan with suspactod drug 1Yo - Reaction star date a0z 2] Acion ken with suspected drug 1= Dug Wb v |*
Time o ot o eactcn 90| [Meuees |7 | Ractin reappearee afer rerocuGng Suspecisd dng 3 Unkncum - Feenction end date. . = Raachon subsided et ackon {skan vlh sutpacked g T ~1-
S el et 5] 10 oty s S = . o
. (apely cream Decazol
Outcama 1~ Recaversd Rasolred x Treatment of adversa reachen aa Relatadness of suspacted g to reachionis) 1 Cattan = | WHO Causaity Calegeriesaranio Algeetm
Sencusness Yes | v *[2= Lite Theeatening B
Cutcome 1= Reconreamesoned .
Senousness Yes v |*|3 = Hosplalzation/Prolongeq Hosplaazatior = *

- Click on the hyperlink will display patients, medication profile screen

o
-
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Heignt om wegnt M BMUESA DN m®  (LaSLUDOAtSd: ) Namanaiy© Warganegara
Uplaaa Prot
Orug Name. F vist Type n
Prescrption Date From [} Frescription Date To. B
Prescrpton tans A - Location - -

Prescrption humbse

(=]

FT—
ency uration tart Date nd Date L Onder By e
<
srsous weocason
e . J—
. i Orgtame CE TS P St Entbae st Oner i
weowcars | [SHOUDKORGROBG | DM | Mek | SAR00TAZAN | SWRONTAN | FALYDSPDHSED B | | ot
press— Voo [Pt oS R Tt | 00y (o mmomm | 30m | NEONOIZYEM | ZMIZNG0SPM | FALY DSPONSED e s | St
e L Sy Someam | S | TMENGOZGAM | ZENG0IZGRM | FULYDSPONSED e s | 20
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FuFr:;tvi;)n ADR Report Printing in current Version 2.2 ADR/ AEFI Report Printing in new Version 2.3
2. Adverse Drug Reaction 2 ADR Reporting - Report Printing ADR/ AEFI = ADR/ AEFI Reporting = Report Printing
ADR/AEFI
::;';:i:g Current ADR Report Printing New ADR/ AEFI Report Printing
REPORT ON SUSPECTED ADVERSE DRUG REACTION 1. Displayed 'Action taken with suspected drug' in the ADR/ AEFI Report printing

NATIONAL CENTRE FOR ADVERSE DRUG REACTION MONITORING

ADR NO : ADR190000035 www.bpfk.gov.my
. ' T T
(Please report all suspected drug reaction including those for vaccines and traditional medicines. Do not hesitate to report if some details 3. DISp|ayeC| full name of Hosplta||Zat|0n/Pro|0nged Hospltallzatlon

2. Renamed 'www.bpfk.gov.my' to 'www.npra.gov.my'

are not known. ldentities of Reporter, Patient and Institution will remain Confidential )

L — REPORT ON SUSPECTED ADVERSE DRUG REACTION/AEFI
NATIONAL CENTRE FOR ADVERSE DRUG CTION MONITORING
PATIENT INFORMATION ADR NO : ADR200000097 www.npra.gov.my
Patient NRIC Age Sex Wt (kg) Ethnic Group Institution — - - n - - - -
71023085072 | 37 Years 11 Months | Female | | ‘ I ndian | I Hospital Serl Manjrg (Please report all suspected drug reaction including those for vaccines and traditional medicines. Do not hesitate to report if some details
15 Days are not known. |dentities of Reporter, Patient and Institution will remain Confidential.)

ADVERSE REACTION DESCRIPTION REPORT No ... (for office use only)
11/2 2am pt admitted to KPJ d/t SOB and dx as complete miscamiage. Pt was given iv venofer 500mg around 7pm then 830pm pt feel hot and red rashes

over body and face wio pain and itchy, hypotension (50/34), abdominal pain, musclecramps, uprolling of eyes, blackout arcund 30mins. Pt was then given

iv controloc 40mg dt abdominal pain in kpj then transfered to hsm. Pt claimed that she have been told iv venofer infusion was run within 2 n half hour PATIENT INFORMATION
Instaad ol 4 b, Patient NRIC Age Sex Wit (kag) Ethnic Group Institution
Skin Reaction : Urticaria |,
) | 500120115285 " 70 Years 08 Manths | | Male | | ‘ I Malay | I Hospital Seri Manjung
Please specify Part of Body Affected :  include wholebody and face ays

Time-to-onset of reaction : Reaction start date 11/02/2019 Reaction end date : 1210272019 ADVERSE REACTION DESCRIPTION
- - ) i Patient was started on T. Allopuringl 150mg OD on 16/6/2020 from OPD clinic in HSM. However, she developed lized itchi for about 3 weeks of

taking t. Allopurinol 150mg BD. Patient claims that she only developed allergic reaction of itchiness without arr\y rashes. The itchiness resolved after patient
Reaction subsided after action taken with suspected drug : Yes No D Unknown D stopped taking Allopurinol.
Reaction d after rei ducing P ddrug : Yes D Nn]:‘ Mot applicable Skin Reaction :

Please specify Part of Body Affected :

Extent of reaction : Mild D Moderate D Severe
- - Time-to-onset of reaction : Immediately Reaction start date : 01/09/2020 Reaction end date : 01/09/2020
Treatment of adverse  |iv controloc 40mg stat (kpj) __

i i iv maxolon 10mg stat (hsm)
reaction & action taken syrup mmt 15m|gm5 ih(st ) Action taken with suspected drug : 1 = Drug Withdrawn (D

t.pantoprazole 40mg od (hsm)

c.tramal 50mg stat & tds Reacti bsided after action taken with suspected drug : Yes No D Unknown I:‘

R i d after reintroducing su:

Outcome : Recovered Recovering l:‘ Recoverad With Seque\ael:‘ Not Recoverad I:‘ Unknown I:‘
P d drug : Yes Mo D Mot applicable D

Sericusness: Life Hosphalizlaltinn_l Prolong Pisah""'vf D Birth Defech Resgl:l:: D Date of death:
Threatening Extent of reaction : Mild Moderate D Severe I:l

Relatedness of suspected drug to reaction(s) : Certain l:‘ Probable Possibl:-,‘:‘ Unliketylj Unclassifiable I:‘ Lr:‘?:i:‘:gt :L?;:zﬁn apply cream Decozol

Cutcome : R d R i ,‘:‘ R d With Sequel D Not Recovered I:‘ Unknown I:‘

Seriousness: Life |:| @ Hespitalization/Prolonged Hespitall dliurl Disability / Incapaeity D Birth Defeml:‘
Results In Death |:| Date of death |

Relatedness of suspected drug to reaction(s) : Certain Probablel:‘ F‘ossible‘:‘ Unliketyl:‘ Unclassifiable D




