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Search SMARS

For help with searching see the How to Search SMARS page.

Type:

 Vaccine     Medicine

Select
Ingredient:

Product
Search

Report date
from:

1 Jan 2000  to:  (use format 31 Dec 2001)

Search type:

 Detail  Summary 
Search

About SMARS

This project was launched in 2012 to provide public access to reports on suspected adverse reactions
to medicines. This is in keeping with the purpose of the Official Information Act 1982 to increase the
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availability of official information to the people of New Zealand. By increasing transparency, Medsafe
is able to address the growing need from the public for more access to information about their
medicines.

An assessment of the safety of a medicine cannot be made using only the information contained in
SMARS. The information in SMARS can be helpful to identify possible medicine safety issues. SMARS
reflects the reporter’s opinion and does not contain enough information, for example the medical
history of the patient, to provide a complete overview of the risks associated with specific medicines.

For more comprehensive information about the risks of particular medicines you should refer to the
medicine data sheet, medicine consumer medicine information (CMI) or talk to your doctor,
pharmacist, nurse or midwife.

Search for a medicine data sheet or consumer medicine information.

Medicine adverse reaction reporting in New Zealand

Medsafe collects and processes suspected adverse reaction reports and the physicians at the Centre
for Adverse Reactions Monitoring (CARM) medically assess non-routine reports.

Healthcare professionals and consumers are encouraged to report any suspected adverse reaction to
a medicine or vaccine.

Pharmaceutical companies also submit adverse reaction reports associated with the use of their
products.

Report a suspected adverse reaction to a medicine or vaccine.

Benefit and risks of medicines

All medicines can cause adverse reactions.

Before a medicine is approved for use in New Zealand, Medsafe assess whether the expected
benefits of treatment are considered to outweigh the risks of experiencing a harmful reaction.

After the medicine is approved, Medsafe monitors the safety of the medicine to make sure the
expected benefits continue to outweigh the risks as more information about the medicine becomes
available.

The SMARS database does not contain information about the benefits of medicines. It is important to
note that most people take medicines without experiencing any harmful effects. The known adverse
reactions are listed in the data sheet and CMI.

Medsafe’s evaluation and approval process.

How does Medsafe monitor medicine safety?

Search for a medicine data sheet or consumer medicine information.

Understanding the information in SMARS

SMARS contains anonymised information from reports of suspected adverse reactions to medicines
but does not include:
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any report where death was the only reported reaction (to protect privacy)
reported terms of death – the report is still included in the results, but the death term has been
removed (to protect privacy)
any report where medication error or product administration error was the only reported term
(ie, no adverse reaction was reported)
reports with no adverse reaction as they are an invalid report
reports from the last two months.

We update the SMARS database once a month. However, the search results will always be two
months in arrears, as we do not include reports from the last two months.

The reports often only contain limited details about the suspected reactions. Reports vary in quality,
completeness, and detail. In some instances reports may include information that is incorrect,
despite the efforts made by Medsafe and CARM to verify the information in these reports.
Coincidental events unrelated to the medicine may also be reported.

Data contained within SMARS can change due to on-going quality control, and receipt of follow up
information.

It is important to remember the following when using SMARS.

The likelihood of experiencing an adverse reaction to a medicine cannot be estimated from this
database as there is no information on how many people have taken the medicine and the
extent of under-reporting is not known.
For these reasons, it is also not possible to directly compare the risks of different medicines
using SMARS.
Anyone living in New Zealand who thinks they may have experienced an adverse reaction due
to a medicine or vaccine can report it. This does not necessarily mean that the medicine caused
the reaction.
Medsafe collects and processes suspected adverse reaction reports and the physicians at the
Centre for Adverse Reactions Monitoring (CARM) medically assess non-routine reports.
CARM and Medsafe staff consider many factors when assessing whether a medicine has caused
an adverse reaction.
The number of reports for a medicine can be influenced by how many patients are taking the
medicine, media attention, the nature of the reactions, and other factors which vary over time.
The quality of the information in SMARS is limited by the quality of the original report.
The information contained in SMARS may change over time due to quality control procedures
and/or receipt of further information.
Reactions may also be caused by other ingredients present in the medicine (excipients).
The reports in SMARS do not represent all the available information on the benefits and risks of
a medicine. This information should not be used in isolation when making treatment decisions.
Any treatment concerns must be discussed with a healthcare professional. Medsafe advises
patients not to make any changes to their treatment based on the information contained in
SMARS.

International suspected adverse reaction databases

Worldwide, a number of agencies provide information to the public about reported suspected adverse
reactions.

Australia: Database of Adverse Event Notifications
Canada: Canada Vigilance Adverse Reaction Online Database
Europe: European Database of Suspected Adverse Drug Reaction Reports
UK: Interactive Drug Analysis Profiles
USA: FDA Adverse Event Reporting System
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World Health Organization: VigiAccess

About the release of this information

This information is released in keeping with the purpose of the Official Information Act 1982 to
increase the availability of official information to the people of New Zealand. Data contained in
SMARS does not include any personal information within the meaning of the Privacy Act 1993.

Medsafe’s copyright statement

Advice for industry

To avoid creating duplicate reports, cases viewed in the Suspected Medicine Adverse Reaction Search
(SMARS) should not be submitted as new reports back to Medsafe. The SMARS database contains
anonymised information from reports that have previously been received by Medsafe. If follow-up
information is required to be submitted for a case, please quote the original report number when
submitting so this can be linked to the original report.

Use of SMARS data

If you wish to copy or circulate information from SMARS please ensure that a copy of the SMARS
disclaimer is provided. Prior to any publication of data, you must notify Medsafe
(medsafeadrquery@health.govt.nz) and include in the publication:

the source of this information
the limitations of this information
that the information does not represent the opinion of CARM or Medsafe.

Suspected Medicine Adverse Reaction Search (SMARS) Disclaimer.

Further information

IIf you require further information, please contact Medsafe.
Email: medsafeadrquery@health.govt.nz

×

Suspected Medicine Adverse Reaction Search

Detail report

If a suspected adverse reaction has been reported for the product you are interested in and this
product name has been recorded, it will be displayed in the 'Detail' search after you have searched
using its ingredient.

The total number of reports and reactions are displayed at the top of the table.

The number of reports where death was reported indicates that the reporter stated that the patient
had died. The death may have been due to the patient's underlying condition, coincidental event or
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due to an adverse reaction.

The number of reactions will be greater than the number of reports as some patients experience
more than one suspected adverse reaction.

Report: This is the reference number for the case.

Date: This is the date of the report, not the date of the suspected reaction. Note that not all
reports are submitted at the time of the suspected reaction(s).

Gender: If reported. If the gender was not reported or not known, 'Unknown' will be displayed in
the results table.

Age: This is the age of the patient, in years, at the time of the reaction. For children under 1
year, the age in months is displayed. If the age was not reported or not known, this field
will be blank in the results table.

Medicines: This is a list of the medicines or vaccines reported for that case. The brand name will be
displayed if it has been recorded in the database. The suspected medicines or vaccines
in the case are qualified with '(Suspect)', interacting medicines or vaccines with
'(Interacting)' and other medicines or vaccines with '(Concomitant)'. In some cases the
exact medicine or vaccine is not known but the type is. In these cases the type of
medicine or vaccine is displayed followed by 'unclassified' or 'NOS' (Not Otherwise
Specified).

Reactions: The suspected reactions are displayed using the preferred terms contained in the
MedDRA dictionary. There may be more than one suspected reaction per case.

 
×

Suspected Medicine Adverse Reaction Search

Summary report

The total number of reports and reactions are displayed at the top of the table.

The number of reports where death was reported indicates that the reporter stated that the patient
had died. The death may have been due to the patient's underlying condition, coincidental event or
due to an adverse reaction.

The number of reactions will be greater than the number of reports as some patients experience
more than one suspected adverse reaction.

Systerm Organ
Class:

These suspected reactions are grouped according to different body systems or
organs, eg, 'Cardiac disorders' shows cardiac (heart) related reactions.

MedDRA
Reaction Term

The suspected reactions are displayed using the preferred terms contained in the
MedDRA dictionary.

Number of
Reports

The number of suspected adverse reactions reported.

 

×
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How to search

1. Select the medicine you are interested in. Type the first few letters of the name in the field and
select the ingredient from the drop down list.
The ingredient list includes a list of synonyms (alternative names), if one of these is selected
the name in the ingredient field will change to the Medsafe preferred name.
If you can’t find the name of the medicine you are interested in try using the Product search
link (next to the Search Ingredient box). This link takes you to the Medsafe Product/Application
Search where you can find the ingredients of medicines.
If a suspected adverse reaction has been reported for the product you are interested in and
CARM have recorded this product name it will be displayed in the 'Detail' search after you have
searched using its ingredient.
Tip: if you are searching for vaccine reports type vac to find the list of vaccine ingredients. If
you are unsure of the vaccine's ingredients verify them using the Medsafe Product/Application
search. Many vaccines have more than one ingredient. You only need to search on one of
these.

2. You can refine your search to a date range. If no dates are added the search will automatically
include all reports in the database. Dates should be added as DD MMM YYYY (e.g. 31 Mar
2012).

3. There are two search types, 'Detail' and 'Summary'. Selecting 'Detail' search produces a
summary of reported cases. The 'Summary' search produces a table of the number of times
each suspected adverse reaction has been reported, arranged according to the MedDRA
dictionary.

Home  |  About this Site  |  FAQs  |  Site Map
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