Table 3 Commenis recelved from respondenis In the pllot evaluation and action taken during the pllot phase of developing

the new natlonal adverse drug reaction {ADR) /medicatlon error reporting form for Malta

Respondent & Respondent’s comment Action taken to address comment Time (min}*

1

Induda an intreduction to clari
which secions need 1o be filled in

For section 1.7 include option o be
filled in for more than 1 drug

Section 3 was going to be left out
becase it was not dear that it had to
be filled in

At the end of saction | there should
be a statement saying to proceed to
section 3 if saction 2 is not relevant

Induda fatal/decezsed in secion 1.6
a5 2 possible outcome for each ADR
Do not use technical terms in the
form

It should be clearar which sections
nead o be filled in

The form should look less

complicated.

The layout should ba more plaasi
Inlheey\emdeasierm[nlslwm
The name of the form should be
mare understandable

It would be useful to elaborate

on the definition of adverse drug
raadction in the instruction form and
o give examples

Explain in more detail how to
oomplete the form

Instructions are too long to read
Instructions should be at the front
not at the bade

MNo comment

Supgested that there should be a
section specifically for over-the-
oounter producs

Section 1.4 contains oo linke space
o fill in day month znd year

Introduced statement to bring to the atention of

reponer which sactions must be filled in. “Bafore you

mtdmpm_ orting plaase check which sections should be

in".

Introduced a decision tree under this satement on the

right-hand side of the form, before section 1 5o that
rs can quickly identify which sections need 1o

be filled in. (i the lefi-hand side, the deciion tree is

explained in text

Saction 1.¥ was modified to incluede the option of

answering yes or no for more than one medication

in relation to the questions on whether the medicine

was discontinued and on whether the patient was

rechallengad with tha medidne

Addressed by actions from comment of respondent 1

above

This issue was addressed b-,lwﬁu‘m'rgina tick box yes,”
no question (guestion 1.9} which asks whethertha
side-efiect was caused by 2 medication ermor or not.
Depending on the answer the reporter is then direcied
to section 2 or 3

This was adoptad in section 1.6

This was addressed by simplifying terms as much

as possible, e.g. ADR (side-efiect); ethnicity (racel;
medicinal product imedicine]; INN (active ingredient);
congenital anomaly (birnth defect); dechallenge (was
medicing stopped); rechallenge (was medicine
restarad?)

Already addressed alsawhara

Sactions 15, 1.6 and 1.7 were changed into fick-box
format.

Substituted advarse drug reaction with side-effect in
the title

Made two definitions for ADRs and for medication
error; one addressad to patients, and one for health-
care profassionals. Then in section 1.3 of instructions
examplas of ADRs were addad 1o the instruction shaat

Already addressed elsewheara

Instructions were shomenad

This commant will be considered during the design
phases of both electronic and paper forms

nfa

Layout restrictions mean that it is not possible to add a
section specifically for over-the-counter medicines

The row haight was adjusted to address this
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45



Table 3 Comments recelved from respondents in the pilot evaluation and action taken during the pllot phase of developing
the new natlonal adversa drug reaction { ADR)/'meadication error reporting form for Malta (condwded)

Respondent 2 Respondent’s comment Action taken to address comment Time (min}*

12 Format of sections 1.5 to L¥ is
somewhat confusing

The instructions should not be at the
back

It will be difficult for patients to
answer section 1.5 on severity

Instructions should be divided into
wo parts, one pan for ADE form and
one pan for madication ermor form,
and placad in front of aach section
raspactivaly

13 Mo comment

14 Mo comment

15 Boxes should be included for aneas/
sactions which are not applicable

16 Mo comment

¥ Layout numbaring is confusing,

especially sections 1.5 to 1.7
Terms should be simplified
Instructions should be zbove the
bowes baing filled in
Using letters, 2,b,cwould be better
than numbers since there is a
question that is numberad as 110
which is confusing when there is 2
question numberad 1.0

will not report if they do
ﬁﬁg\?\ﬁy thegr:rg‘:ep-umhﬁg

Addressed by changing format from table to check- 20
boxes and arranging the sequence to be more logical

This will be considerad at a later stage

This was addressed by simplifying terms in this section

This is difficult considering the cost implications, but
may be considerad at the design stage

nfa 5
n/a 10
Addressed by rearranging structure 15
n/a 20
Already addressed 15
Already addressed

Already addressed

Problem no longer exists since some quastions warna
grouped together and section 110 was removed

This text was introduced to address this:

“The reporting of side effacts is 2n important process
Mlelm Regulatory Authorities can keam more about
the medicine and its uses and take 2pproprizte action
in order to protact and enhance public health.”

A phrase thanking reponers was also introduced “The
Medidnes Authority thanks you for the time tken to
fill in this form.”

*Tieme meedded i comylere the .



