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REPORTING ADVERSE DRUG REACTIONS

by Megan Short 

Background

Psychiatric drugs are the frontline treatment in psychiatry.  Regardless of toxicity, the lax reporting of adverse drug reactions (ADRs) means that the risks posed by psychiatric drugs are understated, and the harms caused by the drugs continues.  

If you have suffered an ADR at any time you can follow this guide and report your ADR to the regulator in your jurisdiction.

Disclaimer: The below was gathered in the public interest, and published Jan. 2011. Information may have changed, or may not be complete. Please check out the source material to confirm.

Required information

To report an ADR, you will generally need the following information:

· Personal details: initials, sex, weight, age.

· Drug details: drug name, dosage, dates drug taken, reason for use, batch number.

· Other drug details: if more than one drug taken concurrently, same details as above.

· Relevant history: pre-existing medical conditions (eg, allergies, alcohol use)

· Adverse reaction: date of onset of reaction, duration, as much detail as possible about the adverse reaction, including the seriousness (eg, hospitalisation).

· Treatment of reaction: details of how the adverse reaction was treated (if applicable).

· Outcome: details of when/if the ADR stopped, whether there were any further reactions.

· Reporting: to whom did you report the ADR (if anyone), and their contact details.

Australia

	Regulator:
	Therapeutic Goods Administration (TGA). 

	Jurisdiction:
	National

	Website:
	http://www.tga.gov.au/adr/bluecard.htm 

	How to report:
	You can report your ADR electronically via the website, by telephone on 1300 134 237 or by filling in the blue form.

	Time limit:
	None

	What will happen:
	All reports are assessed by a health professional and entered into the Australian Adverse Drug Reactions System (ADRS).


Canada

	Regulator:
	Health Canada

	Jurisdiction:
	National

	Website:
	http://www.hc-sc.gc.ca/dhp-mps/medeff/report-declaration/index-eng.php

	How to report:
	By filling in the Consumer Side Effect Reporting form and posting it or faxing it to a Canada Vigilance Regional Office, by telephone on 1-866-234-2345 or online.

	Time limit:
	None.

	What will happen:
	Adverse reactions will be added to the Canada Vigilance Adverse Reaction Online Database.


Ireland

To be confirmed

New Zealand

	Regulator:
	Centre for Adverse Reactions Monitoring (CARM)

	Jurisdiction:
	National

	Website:
	http://www.medsafe.govt.nz/profs/adverse/reactions.asp

	How to report:
	Complete an adverse reaction reporting card and fax or post to CARM.

	Time limit:
	None

	What will happen:
	A response is sent to each report, and some reports result in a Danger or Warning being entered against the patient’s name in the National Health Index.


Scotland

	Regulator:
	Centre for Adverse Drug Reaction Scotland (CARDS)

	Jurisdiction:
	National

	Website:
	http://www.yccscotland.scot.nhs.uk/completeyellowcard.html

	How to report:
	Complete a yellow card online (http://yellowcard.mhra.gov.uk/) or by downloading and posting it to CARDS. Alternatively, fill in the online form for a call or email follow-up from CARDS.

	What will happen:
	The report will be entered into the CARDS database. If the reporter is anonymous, it is unlikely the report will be entered into the database as it does not constitute a valid report.


United Kingdom

	Regulator:
	Medicines and Healthcare products Regulatory Agency (MHRA)

	Jurisdiction:
	England and Wales

	Website:
	http://www.mhra.gov.uk/Safetyinformation/Reportingsafetyprob

lems/Reportingsuspectedadversedrugreactions/Patientreporting

/index.htm

	How to report:
	Use the Yellow Card report and file it online, by post or call the Yellow Card hotline on 0808 100 3352 (weekdays 10am – 2pm)

	What will happen:
	MHRA will send an acknowledgement of your Yellow Card report along with a copy of the report for your records. If you give permission on the form, they will also send a copy to your doctor.


United States

	Regulator:
	Food and Drug Administration (FDA)

	Jurisdiction:
	National

	Website:
	http://www.fda.gov/Safety/MedWatch/HowToReport/ucm053074.htm

	How to report:
	Fill in the Medwatch form and send it to the FDA, call the FDA on 1-800-FDA-1088 or use the MedWatch Online Voluntary Reporting Form (3500): https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

	What will happen:
	You will receive an acknowledgement from FDA after your report is received. You will be personally contacted only if the FDA needs additional information.

	Notes:
	This form requires the name, street address, city, state and zip code of the reporter. If you do NOT want your identity disclosed to the manufacturer, be sure to check the box at the end.


