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An occasional bulletin from the
West Midlands Centre for Adverse Drug Reaction Reporting
This bulletin and other items of news about the Centre are available on the internet at
http://www.chtpharm.demon.co.uk/csmwm.htm

REPORTING TO CSM West Midlands
We welcome Yellow Card reports on all adverse reactions to new (–) drugs, vaccines and
unlicensed herbal remedies, and on all serious or unusual reactions to well-established drugs.
Yellow Cards can be found in the BNF, MIMS, the ABPI Compendium of Data Sheets, OTC Directory and in FP10
prescription pads. Further supplies can be obtained from CSM West Midlands.
Please send reports to
CSM West Midlands, Freepost SW2991, BIRMINGHAM, B18 7BR.
No stamp is needed. If you would like a supply of pre-addressed and reply-paid yellow cards, please contact the above address.

ADDITIONS TO CLOSELY MONITORED DRUGS include
– losartan & hydrochlorothiazide (Cozaar-Comp®)
– adsorbed DTP and HIB conjugate vaccine (Trivax-HIB®)
– reboxetine (Edronax®)
– mometasone (Nasonex®)
– vinorelbine (Navelbine®)
– naratriptan (Naramig®)
– brimonidine (Alphagan®)
– cidofovir (Vistide®)
– mirtazapine (Zispin®)
We are keen to receive reports of all suspected reactions to all closely monitored drugs, and to
vaccines and unlicensed herbal preparations.

RECENT REPORTS
Bruising with venlafaxine (Canadian Journal of Psychiatry 1997; 42: 91)
Adverse reactions are commonly reported with the SSRIs. One rather unusual reaction is easy bruising
(not accompanied by thrombocytopenia). The CSM has received reports of 81 cases with paroxetine and
109 cases with fluoxetine. Venlafaxine is an atypical antidepressant with some effects of SSRIs. Recently,
a Canadian report has described a 19-year old woman who developed ecchymosis during treatment with
venlafaxine for major depression. The woman was initially treated with sertraline but this was
discontinued because of diarrhoea. Venlafaxine was started subsequently and one week later she
developed easy and spontaneous bruising on her arms. Venlafaxine was discontinued and the woman=s
bruising had resolved 10 days later.
We have received two reports of bruising associated with venlafaxine use. A 29-year old woman had
been on paroxetine for many months and within three weeks of her medication being changed to
venlafaxine she developed easy bruising which continues. We have also had a similar report of bruising
over the shins in a 55-year old woman who was also taking venlafaxine. We welcome any reports of
bruising or other bleeding associated with the use of antidepressant drugs.

A spoonful of sugar.... Protease inhibitors and hyperglycaemia (FDA Talk Paper T97-23, 11
June 1997)
We have received four reports of reactions to protease inhibitors (indinavir, saquinavir, ritonavir,
nelfinavir) in the last few months. These reactions were mostly digestive problems and were not serious.
However, the Food and Drug Administration in the US has received 83 reports of new or exacerbated
diabetes mellitus in HIV-infected patients and warned that these drugs may contribute to increases in
blood sugar and diabetes. It recommends close monitoring of glucose concentrations in such patients.
Many patients were able to control the diabetes through insulin or other antihyperglycaemic agents, and
to continue anti-retroviral treatment
We are keen to receive reports from specialists in HIV medicine and others to reactions to these drugs.

Reactions to vaccines
This year we have received 73 reports of reactions to vaccines. The majority of these reports were to
hepatitis B vaccine. Most were relatively minor and involved pain and swelling at the injection site
together with a slight fever or muscle ache. In addition screaming was frequently reported in infants after
immunization. A number of these reports have been more serious. With hepatitis B immunization, in one
case a young woman developed Bell=s palsy the same day as her immunization; one case involved the
exacerbation of psoriasis within one month of the immunization; and in another a 43-year old woman
developed oligoarthritis one week after her immunization.
Serious reactions to vaccines are rare but are frequently reported in the non-medical press; minor
reactions, however, can be quite common. The balance between risks to the individual and benefits to the
community and the industry needs to be kept under continuous review and we welcome reports of any
reactions to vaccine use by GPs and occupational health physicians.

Reporting by Pharmacists - a slow start (Pharmaceutical Journal, 1997: 259: 10)
The pharmacist reporting scheme was unveiled by the Department of Health on 23rd April. Since then all
registered hospital pharmacists (but not pre-registration pharmacists), and community pharmacists in this
Region can report adverse reactions to CSM West Midlands providing they are directly involved in the
care of the patient. To date we have received 10 reports from community pharmacists and 16 reports from
hospital pharmacists, which is less than we expected. We are collating information on the community
pharmacist reports for a pilot study, and the results will be available later. Of the hospital reports, eight
refer to serious reactions [e.g. hallucinations with aciclovir, diabetic ketoacidosis with clozapine,
neutropenia with carbamazepine, cellulitis with DPT vaccine] and two to black triangle drugs. All
pharmacists should have received an information pack on ADR reporting. If you require further packs
please contact Christopher Anton at the Centre's address below (or email:
chrisa@chtpharm.demon.co.uk). Training days are being planned by the Centre for Postgraduate
Pharmacy Education for community pharmacists, and by the Guild of Hospital Pharmacist for hospital
pharmacists, in the autumn, and staff from the centre will be involved with those.
We welcome reports from all pharmacists in the region, especially if they are to serious reactions or to
drugs unlikely to be reported by doctors, for example OTC preparations and herbal remedies.

Please send any comments, questions or suggestions to: Dr R E Ferner, West Midlands Centre for
Adverse Drug reaction Reporting, City Hospital, Dudley Road, BIRMINGHAM B18 7BR or
email: r.e.ferner@bham.ac.uk

