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Centre

Examples and good practice in designing an ADR reporting form

A national Adverse Drug Reaction (ADR) reporting form is used for collecting
information about a suspected adverse event for analysis at a national
pharmacovigilance centre. This document will help you design a user-friendly form
and ease the process of submitting reports.

ADR forms are still the main way for sharing )
information between people who experience an adverse A Wel_l designed
event and decision makers in the national healthcare form will encourage
system. Correct and timely information is necessary to and support the
make the risk-benefit analysis of medicines that can reporter in providing
prevent future problems. This document will focus on good quality ICSRs.
ADR forms, both printed and online, for reporting

Individual Case Safety Reports (ICSRs).

Helping the reporter to understand the ADR form and making the workflow as easy as
possible is an important part of successful pharmacovigilance. Another important aspect of
making ADR forms is to decide what information you need to collect; to know more about
that, please read the UMC’s document “ICSRs and VigiBase — the vital importance of
quality” (available on the UMC homepage via this link).

The first question to ask when designing an ADR form is ‘who will fill it in’? Will it be a
healthcare professional or a patient? Will the form be filled in under stress before seeing
the next patient or done carefully at home? The answer to this question will influence all
other decisions you make about the design of the form. Figure 1 shows the patient online
reporting form in Australia where the patient is asked for their story, and not using medical
terms.

About the side effect

what was the side effect? (required) &a

- . o
Please tell us the story of your reaction Please describe what happened, including
the sequence of events, any treatment, any
tests and any other information that yvou
think is relevant.

Figure 1
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Only using black text on white background will make your form disappear easily in general
piles of paper. Using colour will make it stand out and be more attractive to the reporter.
In some countries, the “Yellow card” is a well known name for the ADR reporting form, if
that is also the case in your country, then you can use yellow as part of your design!

Online form — using colour online is free, so anything from coloured areas to photos is
possible. The Croatian online patient reporting form in Figure 2a uses both.

Paper fornm — use coloured paper as on the Singapore paper form in Figure 2b, or tints of the
same colour to create a multicoloured effect, as seen in the Netherlands paper form Figure
2c; using tints of the same colour can keep down the costs of printing compared to multi-
coloured printing.
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Ensure that the logo of your pharmacovigilance centre is clearly visible on the form — it
should be obvious who the form comes from. Below are examples of logos from Figure 2.

r I I A Nederlands Bjjwerkingen Centrum
Netherlands Pharmacovigilonce Centre

Health Sciences Autharity

Use colour, font size and headings to emphasize subsections in order to create a clear
structure and make it easy to know what type of information is required in each section.
The Singapore online form in Figure 3a uses dark blue headings and the paper form from
Saudi Arabia in Figure 3b has blue and green headings.

1. PARTICULARS OF PATIENT

Initials:
Date of birth (dd/mm g
).
Age: ™ Please select ~ Weight: kg
Please enter age or approximate age. If age
is unknown, type UNK in the field
Sex: * Please select = Ethnic group: * Please select -
Name NRICfidentification  Please select

number:;

2. DETAILS OF ADVERSE DRUG REACTION(S)

Date of onset (dd/mmiyyyy): * Z#l [CiTick ifthe date is an estimate

Outcome: Please select -
If Fatal, indicate the Date of Death 3
If Recovered, indicate the Date of Recovery |

Description of ADR (max 2500 characters ). *

Figure 3a
3. SUSPECTED DRUG DETAILS (Minimum of one enftry is required)
Suspected drug: * Drug type: Brand name
Al
Patient name or initial (Optional): Date of birth: Height: Weight:
Health Institution: Medical Record Mo: Age: Sext oM oF
Drug name “Generic & Manufacturer and 1 Start End
Brand” batch No. Dose ! Route | Frequency date date Purpose of use
3 1
g2
2
w| 3
|1
=
E 2
3
3
Other relevant history, including preexisting
Adverse event including relevant tests/lab data and dates medical conditions (diagnesiz, allergies,
pregnancy, hepatic, renal efc)
Date of event started Date of event disappeared, if applica -
Figure 3b =
EDTIIQ withdrawn. o Dose reduced. o Dose i d. o Dosenotchanged. © Unknown. o Not applicable.
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While keeping all essential fields, try to make your form as short as possible; your reporters
will thank you.

Ounline form — use the possibilities without the limitations of paper size. Leave free space
around the fields; this makes forms more inviting (see for instance Figures 2a, 4b and 4c).
You can divide the form in several tabs, to avoid a very long single webpage, as seen in
Figure 4a. Use the expand and collapse approach for repetitive information, for instance
when there is more than one drug or ADR (Figure 4b), and to show more detailed
questions when it is relevant. In Figure 4c, if the reporter answers “yes”, an additional
question appears. These approaches make the form look shorter, but all necessary fields
can still be included (see Figures 4a, 4b and 4c from the UK online reporting form.)
Another possible way is seen in the example from Saudi Arabia (Figure 4d) where the
subsections are minimized to give an overview and allows the reporter to open sections
one by one.

1. Reporter Details 2. Patient Details 3. Suspect Medicines 4. Suspect Reactions 5. Additional Details 6. Overview

1. Reporter Details Fiqure 4a

Indication

Action taken with drug as a result of the reaction ) ) )
Do you consider the reaction to be serious? ZE)

Please Choose E| * Yes Mo

Route of administration If you believe the reaction to be serious, please indicate why the re

Please Chaose E| serious (please select all that apply) GEE

Patient died due to reaction
Source Life threatening
Involved or prolonged inpatient hospitalisation
Please Choose E| e g P e

Involved persistent or significant disability or incapacity

Congenital abnormality

Add another suspect drug hgure 4b W Mgure 4c

__A. Patient Details(click to expand)
__IB. Suspected Products(click to expand)

__IC. concomitant drugs used(click to expand)

Figure 4d

_ID. Adverse Drug Reaction Description(click to expand)

Paper form — keep the form, including help texts and other information, within one sheet of
papet, maximum two pages long (using the front and back sides of the sheet). Use all space
available on the sheet, having good layout in mind. See for instance Figures 2b and 2c, as
well as Figures 5a and 5b. Consider field sizes and how well they correspond to the text
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that should fit in them. If your paper form has big unused areas, you should check that you
have not forgotten essential fields or have several very small fields, difficult for the reporter
to write in. The one-page reporting form from the Philippines uses space wisely (Figure 5a)
and the example from Saudi Arabia keeps the fields together on the first page and has
guidelines, contact information and a thank you on the back (Figure 5b).

Thank you

Figura 5h

Make it easy to understand

Using clear language is important on both paper and online forms. Make sure that field
names are understandable and self-explanatory. Avoid complicated words, technical terms,
abbreviations (unless you write them out) and unclear phrases. Clear language will save
time for the reporter and reduce the risk of misunderstanding.

Some explanatory texts may be needed to help the reporter understand who can report,
that data will be confidential, what drug and drug problems to report and how to fill in the
form.

Online form — use the possibility to include many explaining texts, since there is an option to
hide them and the reporter can choose to open them when needed. Hide texts behind
question marks, as done on both the Australian form in Figure 1 and on Croatian form in
Figure 7a. Provide general guidance on top of a tab, as scen in Figure 7b with the @ sign
on the UK form.

Paper form — use the reverse side for explanatory texts provided in an easily readable format.
See the second page of the Saudi Arabian form in Figure 5b. If using one page only, make
sure to include the most important statements at the top or bottom of the page.

Use time-saving options

Time matters, and we all want to do things quickly. Invest time in designing the form in
order to save time for reporters, but be careful not to make short-cuts or assumptions that
will decrease the value of the information instead.
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Ounline form — these forms offer a great variety of options that will both save time and
improve the quality of entered information. Use tick boxes to offer a ready set of
appropriate answering options (Figure 4c). Incorporate calendars into date fields to
minimize date format mistakes (Figure 6a, example from Singapore). When there are many
known alternatives answers, include drop-down menus, for fields such as route of
administration or dose units (Figure 6b, also Singapore). Incorporate terminologies in the
form, for example the national drug register, alternatively, or create a link from the form to
where the reporter can browse the terminology. Figure 6c shows a form from Ukraine with
a direct link to the national drug register. Use of these options will structure data and
minimize misspellings etc., thereby lowering the risk of misinterpretation.

1. PARTICULARS OF PATIENT .
nitials: A es hsa.gov.sg/adr/caler Unit: Please select
Data of birth (dd/mm ‘ ©) september 2014 2 O Route: Please select E]
fyyyy): Please select -
-+ Date stopped (dd/mm E T Il
Age: Please select ‘ pped( hyyy) Intravitreal
Please enter age or apgroxima 1/2]3]4)5/6)7 Oral
is unknown, type UNK 8|9 |10(11(12|13|14 Intravenaous
Sex * Please select 15|16 |17 (18|19 (20|21 Duration of therapy: Masogastric E
HEmEE 27 = | Intras
—  Figure Gd Bug Tigure 6b
N|29]., J] Corg 7 |
Ernidiiral
MovaTkoBa | CTaTUCTHUKA I ﬂOI.IIyK ﬂiKﬂpChKMX 3acobis i 3aKkoHOOaBCTEO | CJ'IV)IISOB“FI BXig
KAPTA-NOBIACMNEHHA NPO NOEBIYHY PEAKUIKO (MP) Ta/a6o eiacyTHicTe edrekTMBHOCTI (BE) MEOWYHA OOKYMEHTALIA

nikapckKoro saco6y (N13) npu Hore MegMYHOMY 3aCTOCYBaHHI ®opma Ne 137/0

. 3ATANIbHA IHOOPMALIA Figure 6C
| 1. IHigiann | 2. Homep icTopii | 3. laTa HapoAXEeHHA | 4. Crate | 5. Hacnigoxk I J

*DETAILS OF THE ADVERSE REACTION

Dateofonset:  :  am,  pm | pgyoyconsider the reaction to be serious? O Yes, ifyes indicate why: O No

Describe the reaction, including pertinent laboratory data: O Patientdied due to reaction

O Involved or prolonged in-patient hospitalization

O Lifethreatening

O Involved persistent or significant disability

O Congenital anomaly in the newborn

0 _Other outcome, please give details:

Can this be due to Medication Error? [7] No
O Yes, if yes, which type-

__ Prescribing
___ Transcription
__ Dispensing
___Administration

Can the adverse reaction be due to :

1. Product quality defect ___No ___Yes, Specify, encircle: color change; caking, powdering; counterfeit, odor change, defective
container, contaminants; separation of components; undissolved suspension/powder
2. Therapeutic failure: __No ___Yes, Specify, encircle: antimicrobial resistance, drug interaction, poor compliance Flgure ﬁd

improper storage; under-dosing, inappropriate medication; inappropriate route of administration; excipients/preservatives

Paper form — here one can use tick boxes and the possibility to encircle the correct answer to
allow a simple way of providing information without writing out answers. The Philippines
paper form in Figure 6d has both tick boxes (marked area to the right) and encircle
answering options (marked area at the bottom). Other examples of these options can be
found in Figures 2b, 2c, 5a, 5b.
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Mark obligatory fields clearl

Some information is necessary for you to be able to interpret the data; these fields need to
be clearly marked. Do not make all fields obligatory; then you risk that the reporter will
invent information they do not have, to be able to complete the form.

Online form — use a different colour and/or text to cleatly mark which fields are obligatory in
contrast to other, important but not essential, fields. Make it obvious to the reporter that all
fields don’t have to be filled in to make a valid case. The Croatian online form has red
asterisks by the mandatory fields (Figure 7a) and in the UK form the field are marked with
<=EZE (Figure 7b); in both forms, the meaning is explained at the top of the page. You
could make it impossible to submit an online report if obligatory information is missing.

= = Obavezno polje, (@ = Pomo¢ni tekst za poj:

PRIJAVITEL] o Please enter details of the reactions experienced by your patient
reactions can be entered in the free-text box at the bottom of the p

can be entered if needed, simply click ‘Add Reaction”.

Email * S e .'..m

Prijavitelj * (@ Zakonski zastupnik pa:
Fields that you must complete are marked with this symbol: TR

KORISNIK LIJEKA Suspect Reaction

Inicijali *
Spol * Muski © Zenski ©
Start date
TeZina kg
| o [ i FE
Datum rodenja * (2 il Day Month Year
Zemlja u kojoj je higure /a | Hgure /b
reakcija zapocela (@ End date

Patient (Initizlen— Vor- , Familienname) | Geburtsdatum | Geschlecht | Gribie Gewicht | Schwangerschaft | Schw.-Woche

Om Cw s [Omem

Beschreibung der Nebenwirkung (gof. mit Laborparametar)

Datum J Zeit des Auftretens:

Alle verwandatan Arzneimitbel Chargen - Dosierung und Dauer der Amw. Grund dar
Genaue Bazeichnung (inkl. Chargennummer) Nummer Anwendungsart | won - bis Arnusandainn
verdachtigtes Madikameant bitt2 mit X kennzsichnen!

Figure 7c |

Paper form — use a different colour to highlight obligatory fields, or mark the field name with
an asterisk (¥); space limitations will make it harder to fit in anything bigger. The example
with red borders in Figure 7c is from Austria.
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Make it easy to find and send

If the reporter cannot find your form, or does not know where to send it, you will never
get the information you need. So make the form easily available and offer several ways to
submit filled in forms.

Online form — make it easy to find the form on your homepage. Have a direct link from the
main page to the online form or to a page where all reporting options are gathered. Figure
8a from New Zealand and Figure 8b from UK show how these links on the main page can
look. Have a clear and visible submit button (complete/send in — use what is most
understandable in your country!) at the end of report.

Report a side effect with Yell Card”

a medicine or vaccine

Centre for Adverse Reactions Monitoring Medication Error Reporting Programme

Report a medical i
device adverse incident Devices

CARM ( MERP Report an adverse

blood reaction/event
Figure &a
Report an Adverse Reaction T 1 Report a Medication Error

Figure 8b

Report a counterfeit
product

=F

Mail to:

Adverse Event Management Unit
Vigilance Branch

Health Products Regulation Group

Health Sciences Authority
Amewrnring Emeteds 11 Biopolis Way
Apilhy. Nekirn J087 6218 #11-03, Helios
flas as KON FEEE Singapore 138667

- B

Fax: (65) 6478 9069

Ay /
N —
-]

Phone: (65) 6866 3538
-
~

Email: HSA_productsafety@hsa.gav.sg

WL TE EAG
OLHIIEL MA THN EYMAAHPAIH TOY ENTYMOY
MINAKAT 1- ITOMEMATOENOYE g
ZupnAnpeioTe OEA CTORED TOU TiVORG $0BETETE.
MNAKAT 2 ANEMWSYMHTH ENEPTEM
Awopdpare CAEE TIe awEMIBCNTLS EVEDYING, CRip0 Kol Ov Sev ciona fénm
&m opelhovTon 0T pappaes, MHN ZEXNATE THN HWEPCMHNA ENAPEHE, Online Reporting:
TINAKAT 3

http://www.hsa.gov.sg/adr_online

SAPMAKA
MPOEONH | DOgEi Y w i I-_ ac F
mﬂm-;@mmmm gure gurea H.d
The form cair o< Gowinoauc iroin

http:/fwww.hsa.gov.sg/adr_form

Paper form — make the form easily available both in paper and on your homepage for
printing. Have the return address written on the second page together with prepaid
postage, so that posting the form is free for the reporter. The form from Greece in Figure
8c shows this — with the additional value of instructions on how to fold the form into a
letter. Offer several options for returning it and inform the reporter about an online
reporting option if relevant; see an example from Singapore in Figure 8d.
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The reporter has made an effort to fill in your form, so a “thank you” note on the form is
very important! You can also add that you have received information and that their
contribution is valuable. Include, if possible, relevant information about the reported drug
and/or ADR in your answer. Ask reporters for positive and negative feedback about the
form in order to find out how to improve it. In an online ADR form one can include a few
form-related optional questions at the end, so that feedback is provided directly after using
the form. The thank you note in Figure 9a is from Australia, the invitation to comment on
the new website in Figure 9b is from the UK Yellow Card online reporting, and the
question if more forms or information is needed in Figure 9c is from the paper form in
Namibia.

Welcome to our new website

Reporting: Doctor D Pharmacist D Other [:l We have recently updated our website
and would appreciate your feedback
Name: The information we receive will help us
Address: to improve the website further.
Figure 9a If you would like to comment on our
Signature:-u website or report a technical problem
Postecode: please contact us
Figure 9b

Thank you for taking the time to complete this form

Name {last, first) Fegion H |
Profession Telephon!  Figure 9¢
Health  Facility Fax =
N, i
Please fick if you need O 4MR forms O _4dditional information

All examples shown in this document are from member countries in
the WHO Programme for International Drug Monitoring.

Remember — an ADR form is never 100% perfect, there is always
something that can be improved!

You can contact us at the UMC for questions and feedback — either
getting feedback on your ADR form or giving feedback to us — at:
vigibase@who-umc.org
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