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Recall of medicinal products containing ranitidine. Prescribers will be 

aware of the recent precautionary pharmacy/retail level recall by the Health 

Products Regulatory Authority (HPRA) of certain brands of ranitidine; the medicinal 

products recalled included Zantac®, Gertac® and Ranitic® tablets (www.hpra.ie). 

The reason for the recall was due to the identification of a nitrosamine impurity (N-

Nitros dimethylamine [NDMA]) in ranitidine active substance batches used in the 

manufacture of ranitidine. The European Medicines Agency (EMA) has commenced 

a review of ranitidine medicines to assess whether patients using ranitidine are at any risk from NDMA 

and will provide information about this as soon as it is available.  

It is likely that the shortage of Zantac®, Gertac® and Ranitic® tables will continue for the foreseeable 

future and that prescribers will be required to prescribe an alternative drug for their patients. The HSE-

Medicines Management Programme (MMP) has recommended that proton pump inhibitors (PPI) 

represent a suitable alternative treatment for the vast majority of patients who are prescribed 

ranitidine in the primary care setting. The MMP has reviewed this drug class and recommends 

pantoprazole as the preferred PPI. The MMP Guidance for Prescribers for medicinal products containing 

ranitidine is available on www.hse.ie/eng/about/who/cspd/ncps/medicines-management/guidance-

on-shortages/. The Acute Hospitals Drug Management Programme (AHDMP) has also produced 

Guidance for Prescribers noting that there are specialist circumstances where a PPI may not be deemed 

clinically appropriate or is contraindicated. Other specialist areas may also have guidance. These 

guidance documents and further information on this and other ongoing medicines shortages is 

available in the Medicinal Product Shortages section of the HPRA medicinal products shortages 

webpage: www.hpra.ie/homepage/medicines/medicines-information/medicines-shortages. 

 

European Antibiotic Awareness Day is taking place on the 18th 

November 2019 (www.hse.ie/eng/about/who/healthwellbeing/our-priority-

programmes/hcai/european-antibiotics-awareness-day/european-antibiotic-
awareness-day/). This is an annual event which was set up by the European 

Centre for Disease Prevention and Control in 2008 and which is linked to the 
World Health Organisation’s antibiotic awareness week (18th-24th November). The 
HSE website includes useful resources including information for prescribers on 
prescribing antibiotics www.hse.ie/eng/services/list/2/gp/antibiotic-prescribing/ and 

information for patients on common conditions that do not require antibiotics on www.undertheweather.ie 

 

Faculty of Sexual and Reproductive Healthcare (FSRH) Guidelines. In 

recent months, there have been a number of amendments to FSRH guidelines 

published by the UK Royal College of Obstetricians and Gynaecologists 

https://www.fsrh.org/home/. Guidelines which have been amended since July 2019 

include 1) The UK Medical Eligibility Criteria (UKMEC) for contraceptive use, 2) Switching or starting 

methods of contraception, 3) Intrauterine contraception, 4) Contraception for women aged over 40 years 

and 5) Quick reference summary of clinical guidance on overweight, obesity and contraception. The 

Clinical Effectiveness Unit (CEU) of the FSRH has also issued statements on 1) Contraception and 

weight gain and 2) Updated guidance on contraceptive choices for women at high risk of HIV. All of 

these amended documents and other useful guidelines are available on www.fsrh.org.  
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Medication related litigation in Ireland. An adverse drug event can be 

defined as any injury resulting from drug-related administration and includes adverse 

drug reactions (ADR) and medication errors (ME). MEs are defined as any preventable 

event that may cause or lead to inappropriate medication use or patient harm. The 

cost of MEs has been estimated at $3.5 billion annually in the US and $42 billion 

annually worldwide. There is a lack of data on the medications involved in clinical claims in Ireland. A 

recent study aimed to identify the medications most frequently associated with clinical litigation in Ireland 

(Br J Clin Pharmacol 2019;85:2155-2162). The National Incident Management System (NIMS) was used 

to identify all medication-related claims finalised from 2011 to 2016. The study identified 48 claims which 

involved 54 medications. The medication groups most frequently identified included general anaesthetics 

(n=7), opioids (n=6), penicillins (n=5), antithrombotics (n=5), local anaesthetics (n=5) and antipsychotics 

(n=4). Administration errors accounted for 58% (n=28) of the alleged errors, while prescribing errors 

accounted for 42% (n=20). The largest ME type was wrong dose/strength (n=17); the next most common 

MEs were wrong drug (n=7), ADR (n=6), drug contraindicated (n=6) and omitted/delayed drug (n=4). The 

most frequently pleaded injuries included allergic reaction, deterioration in clinical status and post-

traumatic stress disorder. The median total cost of the claims was €60,991, with median damages of 

€33,858. 

Use of budesonide-formoterol reliever therapy in patients with 

asthma. Most patients with asthma have intermittent or mild disease, which is 

associated with exacerbations of asthma. These exacerbations can be prevented by 

maintenance therapy with low-dose inhaled corticosteroids (ICS), however in practice 

adherence to ICS is poor. An alternative approach is the use of a combination of ICS 

with formoterol (a fast-onset long-acting β-agonist [LABA]) as reliever monotherapy; this reduces the risk 

of severe exacerbations by more than half compared with a short-acting β-agonist (SABA) alone after a 

follow-up of 12 months. There is uncertainty about the relative efficacy and safety of ICS-formoterol 

reliever monotherapy compared with maintenance ICS plus SABA reliever therapy. A pragmatic, 52 week, 

open-label, randomised controlled trial which took place at 15 primary care or hospital-based clinical trial 

units and primary care practices across New Zealand compared the efficacy of as-needed budesonide 

200 μg/formoterol 6μg reliever therapy with maintenance budesonide 200 μg twice daily plus as-needed 

terbutaline 250μg in adults with mild to moderate asthma (Lancet 2019;394:919-28). The primary 

outcome was the number of severe exacerbations (defined as the use of systemic corticosteroids [SCS] 

for 3 days or hospital admission or emergency department visit requiring SCS because of asthma) per 

patient per year. There were 885 patients included in the intention-to-treat analysis; 437 assigned to 

budesonide/formoterol as needed and 448 to maintenance budesonide plus terbutaline as needed. The 

rate of severe asthma exacerbations was lower with as-needed budesonide-formoterol than 

maintenance budesonide plus as-needed terbutaline (absolute rate per patient per year 0.119 vs 

0.172; relative rate 0.69; 95% CI 0.48 to 1.00; p=0.049). There was no significant difference in symptom 

control between the two groups. Nasopharyngitis was the most common adverse event in both groups 

occurring in 35% of patients receiving as-needed budesonide-formoterol and 32% receiving maintenance 

budesonide plus terbutaline. The authors of the study comment that the study provided modest evidence 

that as-needed budesonide-formoterol for symptom relief reduced the rate of severe exacerbations 

compared with maintenance low–dose budesonide plus terbutaline as-needed in patients with mild to 

moderate asthma, which complements previous studies. The authors conclude that the study supports the 

2019 Global Initiative for Asthma (GINA) guidance which recommends against SABA-only treatment of 

adults and adolescents with asthma and that inhaled corticosteroid-formoterol reliever therapy is an 

alternative regimen to low-dose ICS for patients with mild asthma. 

(Editor’s note: readers are reminded that the updated GINA report on the management of asthma is 

available on https://ginasthma.org/wp-content/uploads/2019/06/GINA-2019-main-report-June-2019-

wms.pdf) 
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