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End of Year:
HPRA

Excelling in Health  
Product Regulation

The Covid-19 pandemic 
continued to affect every facet 
of life in Ireland, and around 
the world, during the last year. 
Unfortunately, we are all too well 
aware of the awful effects and 
devastation caused by Covid-19. 
As the scale of the impact of 
the pandemic became clear, we 
witnessed a direct and almost 
instant response from the global  
scientific community. 

We have gone from the 
emergence of an unknown 
infectious disease at the end 
of 2019, to the development 
of safe and effective vaccines 
and therapeutics within a 
year, with billions of doses 
administered across the globe. 
That is phenomenal progress, and 
could only have been achieved 
by the incredible dedication 
of so many key stakeholders, 
including biomedical researchers, 
medicines regulators, the 
pharmaceutical industry and 
indeed clinical trial volunteers, 
whose role is sometimes 

forgotten. The HPRA was an 
active participant in this global 
response, both through our work 
at the EMA and our contribution 
to international efforts to co-
ordinate and streamline regulatory 
processes and decision-making. 

Of course, the development of 
safe and effective vaccines is 
only part of the process; we still 
needed an efficient and agile 
national Covid-19 vaccination 
strategy to facilitate the rollout of 
vaccines that would substantially 
reduce the impact of the 
pandemic when combined with 
non-pharmaceutical interventions. 

As vaccine supply volumes 
increased throughout the 
year, additional capacity was 
required to facilitate our national 
vaccination campaign. Thanks to 
the incredible efforts of GP clinics 
and community pharmacies 
around the country, in addition 
to our network of vaccination 
centres, our ability to administer 
life-saving doses was only ever 
limited by supply. Community 

pharmacies began administering 
Covid-19 vaccines in June 
2021, initially providing Janssen 
vaccines for people aged 50 
and over and then facilitating an 
“opt-in” model for those in the 
18-34 year-old age-group. With 
over 1,000 pharmacies nationwide 
providing broad geographic 
coverage, it enabled Ireland to 
achieve some of the highest  
rates of vaccine coverage across  
the world. 

This incredible public health 
response could only be achieved 
by the efforts of everyone across 
the entire healthcare system 
working together to protect  
our communities. 

From a regulatory perspective, 
the role of the HPRA did not stop 
with the authorisation of Covid-19 
vaccines. As expected with a 
nationwide vaccination campaign 
of this magnitude, there has been 
an associated increase in the 
volume of suspected adverse 
reactions reports. 

As far back as December 
2020, the HPRA encouraged 
everyone, including healthcare 
professionals and members of 
the public, to report suspected 
side effects following vaccination. 
Again, healthcare professionals, 
including pharmacists across 
Ireland, have answered that 
call through their continued 
safety reporting. This valuable 
contribution has helped ensure 
the close monitoring of the 
benefit-risk profile for each 
vaccine, which, in turn, enables 
regulators take any necessary 
action to ensure their continued 
safety. As we go through the 
winter flu season and the rollout 
of booster doses of Covid-19 
vaccines, we again ask everyone 
involved to continue their efforts 
in reporting any suspected side-
effects following vaccination to 
the HPRA. 

During 2021, Brexit and the 
pandemic continued to present 
challenges to the medicine 
supply chain. While, in the 
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PRESCRIBING INFORMATION: Consult the Summary of Product Characteristics for further information. Additional 
information is available upon request.  Pemetrexed Fresenius Kabi 25mg/ml concentrate for solution for infusion. 
Active ingredients: Pemetrexed diacid. One vial of 4ml concentrate contains 100mg pemetrexed. One vial of 20ml 
concentrate contains 500mg pemetrexed. One vial of 40ml concentrate contains 1,000mg pemetrexed. Excipients with 
known effect – 4ml vial - 964mg hydroxypropylbetadex, 20ml vial – 4820mg hydroxypropylbetadex, 40ml vial – 9640mg 
hydroxypropylbetadex. Indications: In combination with cisplatin - treatment of chemotherapy naïve patients with 
unresectable malignant pleural mesothelioma, first line treatment of locally advanced or metastatic non-small cell lung 
cancer other than predominantly squamous cell histology. Monotherapy – Maintenance treatment of locally advanced or 
metastatic non-small cell lung cancer other than predominantly squamous cell histology in patients whose disease has 
not progressed immediately following platinum-based chemotherapy, second line treatment of locally advanced or 
metastatic non-small cell lung cancer other than predominantly squamous cell histology. Posology and method of 
administration: Only administer under the supervision of a physician qualified in the use of anti-cancer chemotherapy. 
Administer as an intravenous infusion over 10 minutes on the first day of each 21-day cycle. See SmPC for further 
information on handling, administering and dilution. In combination with cisplatin – Recommended dose is 500mg/m2 of 
body surface area (BSA) administered as an intravenous infusion over 10 minutes on the first day of each 21-day cycle. 
Recommended dose of cisplatin is 75mg/m2 BSA infused over two hours approximately 30 minutes after completion of the 
pemetrexed infusion on the first day of each 21-day cycle. Patients must receive adequate anti-emetic treatment and 
appropriate hydration prior to and/or after receiving cisplatin (see also cisplatin SmPC). As single agent – In the treatment 
of non-small cell lung cancer after prior chemotherapy, recommended dose is 500mg/m2 BSA administered as an 
intravenous infusion over 10 minutes on the first day of each 21-day cycle. Pre-medication regimen: To reduce the 
incidence and severity of skin reactions, a corticosteroid should be given the day prior to, on the day of, and the day after 
pemetrexed administration. Corticosteroid should be equivalent to 4mg of dexamethasone orally twice daily. Patients 
must also receive vitamin supplementation; oral folic acid or a multivitamin containing folic acid (350 to 1000 
micrograms) on a daily basis. At least five doses of folic acid must be taken during the seven days preceding the first dose 
of pemetrexed and dosing must continue during the full course of therapy and for 21 days after the last dose of 
pemetrexed. Patients must also receive an intramuscular injection of vitamin B

12 
(1000 micrograms) in the week preceding 

the first dose of pemetrexed and once every three cycles thereafter. Subsequent vitamin B
12
 injections may be given on 

the same day as pemetrexed. Monitoring: Before each dose complete blood count including differential white cell count 
(WCC) and platelet count. Prior to each chemotherapy administration blood chemistry tests should be collected to 
evaluate renal and hepatic function. Before the start of any cycle of chemotherapy, patients are required to have absolute 
neutrophil count (ANC) ≥ 1500 cells/mm3 and platelets ≥ 100,000 cells/mm3. Creatinine clearance should be ≥ 45 ml/min. 
Total bilirubin should be ≤ 1.5 times upper limit of normal. Alkaline phosphatase (AP), aspartate aminotransferase (AST or 
SGOT) and alanine aminotransferase (ALT or SGPT) should be ≤ 3 times upper limit of normal. AP, AST and ALT ≤ 5 times 
upper limit of normal is acceptable if liver has tumour involvement. Dose adjustments: At the start of a subsequent cycle 
should be based on nadir haematologic counts or maximum non-haematologic toxicity from the preceding cycle of 
therapy. Treatment may be delayed to allow sufficient time for recovery. Upon recovery patients should be retreated 
using the guidelines as follows, which are applicable for pemetrexed Fresenius Kabi used as single agent or in 
combination with cisplatin. Haematologic toxicities (dose modify both pemetrexed and cisplatin) – Nadir ANC < 500/mm3 
and nadir platelets ≥ 50,000/mm3, or nadir platelets < 50,000/mm3 regardless of nadir ANC: 75% of previous dose. Nadir 
platelets < 50,000/mm3 with bleeding regardless of nadir ANC: 50% of previous dose. Non-haematologic toxicities ≥ Grade 
3 (excluding neurotoxicity) - pemetrexed Fresenius Kabi should be withheld until resolution to less than or equal to the 
patient’s pre-therapy value. Treatment should be resumed accordingly – Any grade 3 or 4 toxicities except mucositis, or 
any diarrhoea requiring hospitalisation or grade 3 or 4 diarrhoea: 75% of previous dose (mg/m2) of pemetrexed and 
cisplatin. Grade 3 or 4 mucositis: 50% of previous pemetrexed dose (mg/m2) and 100% of previous cisplatin dose (mg/m2). 
Neurotoxicity – Patients should discontinue therapy if Grade 3 or 4 neurotoxicity is observed. CTC Grade 0-1: 100% of 
previous pemetrexed and cisplatin dose (mg/m2). CTC Grade 2: 100% of previous pemetrexed dose (mg/m2) and 50% of 
previous cisplatin dose (mg/m2). Discontinue treatment with pemetrexed Fresenius Kabi if a patient experiences any 
haematologic or non-haematologic Grade 3 or 4 toxicity after 2 dose reductions or immediately if Grade 3 or 4 
neurotoxicity is observed. Elderly – No dose reductions other than those recommended for all patients are necessary. 

Paediatric population – No relevant use in malignant pleural mesothelioma and non-small cell lung cancer. Renal 
impairment – (Standard Cockcroft and Gault formula or GFR measured Tc99m-DPTA serum clearance method). In clinical 
studies patients with creatinine clearance of ≥ 45ml/min required no dose adjustments other than those recommended 
for all patients. Not recommended in patients with creatinine clearance below 45ml/min. Hepatic impairment – Patients 
with hepatic impairment have not been specifically studied. Contraindications: Hypersensitivity to the active substance 
or to any of the excipients, breast-feeding, concomitant yellow fever vaccine. Special warnings and precautions for use: 
Monitor patients for myelosuppression. Pemetrexed should not be given until ANC returns to ≥ 1500 cells/mm3 and 
platelet count to ≥ 100,000 cells/mm3. Dose reductions for subsequent cycles based on nadir ANC, platelet count and 
maximum non-haematologic toxicity seen from previous cycle. All patients must be instructed to take folic acid and 
vitamin B

12
 as a prophylactic measure to reduce treatment-related toxicity. Pre-treatment with dexamethasone (or 

equivalent) can reduce the incidence and severity of skin reactions. Not recommended in patients with creatinine 
clearance of < 45ml/min. Patients with mild to moderate renal insufficiency (creatinine clearance 45-79ml/min) should 
avoid taking NSAIDs, or acetylsalicylic acid (> 1.3g daily) for 2 days before, on the day of, and 2 days following pemetrexed 
administration. In patients with mild to moderate renal insufficiency NSAIDs with long elimination half-lives should be 
interrupted for at least 5 days prior to, on the day of, and at least 2 days following pemetrexed administration. Patients 
should be regularly monitored for acute tubular necrosis, decreased renal function and signs and symptoms of 
nephrogenic diabetes insipidus. Drainage of third space fluid collection prior to pemetrexed treatment should be 
considered but may not be necessary. Patients should receive adequate antiemetic treatment and appropriate hydration 
prior to and/or after receiving treatment. Serious cardiovascular and cerebrovascular events have been uncommonly 
reported during clinical studies with pemetrexed, usually when given in combination with another cytotoxic agent. 
Concomitant use of live attenuated vaccines is not recommended. Sexually mature males are advised not to father a child 
during treatment and up to 6 months thereafter. Contraceptive measures or abstinence are recommended. Possibility of 
irreversible infertility; men advised to seek counselling on sperm storage before starting treatment. Women of 
childbearing potential must use effective contraception during treatment with pemetrexed. Cases of radiation 
pneumonitis reported in patients treated with radiation either prior, during or subsequent to pemetrexed therapy; 
particular attention should be paid to these patients and caution with other radiosensitising agents. Cases of radiation 
recall reported in patients who received radiotherapy weeks or years previously. Accumulation of cyclodextrins may 
occur in patients with moderate to severe renal dysfunction. May cause fatigue, patients should be cautioned against 
driving or operating machinery if this occurs. Undesirable effects: (Associated with pemetrexed monotherapy or in 
combination with cisplatin) Infection, pharyngitis, sepsis, dermo-hypodermitis, neutropenia, leukopenia, decreased 
haemoglobin, febrile neutropenia, decreased platelet count, pancytopenia, autoimmune haemolytic anaemia, 
hypersensitivity, anaphylactic shock, dehydration, taste disorder, peripheral motor neuropathy, peripheral sensory 
neuropathy, dizziness, cerebrovascular accident, ischemic stroke, intracranial haemorrhage, conjunctivitis, dry eye, 
increased lacrimation, keratoconjunctivitis sicca, eyelid oedema, ocular surface disease, cardiac failure, arrhythmia, 
angina, myocardial infarction, coronary artery disease, supraventricular arrhythmia, peripheral ischaemia, pulmonary 
embolism, interstitial pneumonitis, stomatitis, anorexia, vomiting, diarrhoea, nausea, dyspepsia, constipation, abdominal 
pain, rectal haemorrhage, gastrointestinal haemorrhage, intestinal perforation, oesophagitis, colitis, increased alanine 
aminotransferase, increased aspartate aminotransferase, hepatitis, rash, skin exfoliation, hyperpigmentation, pruritis, 
erythema multiforme, alopecia, urticaria, erythema, Stevens-Johnson syndrome, toxic epidermal necrolysis, pemphigoid, 
dermatitis bullous, acquired epidermolysis bullosa, erythematous oedema, pseudocellulitis, dermatitis, eczema, prurigo, 
decreased creatinine clearance, increased blood creatinine, renal failure, decreased GFR, nephrogenic diabetes insipidus, 
renal tubular necrosis, fatigue, pyrexia, pain, oedema, chest pain, mucosal inflammation, increased GGT, radiation 
oesophagitis, radiation pneumonitis, recall phenomenon.  Legal Category: POM Marketing Authorisation Numbers: 
EU/1/16/1115/003, EU/1/16/1115/004, EU/1/16/1115/005. Marketing Authorisation Holder: Fresenius Kabi Deutschland GmbH, 
Else-Kroner-Straße 1, 61352 Bad Homburg v.d.Höhe, Germany. Further Information: See the SmPC for further details. 
Adverse events should be reported. Healthcare professionals are asked to report any suspected adverse reactions via 
HPRA Pharmacovigilance, Earlsfort Terrace, IRL - Dublin 2, Tel: +353 1 6764971, Fax: +353 1 6762517. Website: www.hpra.ie, 
E-mail: medsafety@hpra.ie. Adverse events should also be reported to Fresenius Kabi Limited via email Pharmacovigilance.
GB@Fresenius-Kabi.com. Date of Preparation: May 2021 Job code: API/Pemetrexed/02
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main, lower shortages were 
observed in the aftermath of the 
Brexit transition period, there 
were still some challenging 
developments, including for 
time-sensitive products. However, 
meaningful interaction between 
all stakeholders, such as the 
Department of Health, regulators, 
the HSE, the pharmaceutical 
industry and healthcare 
professionals, in preparation for 
Brexit, helped to mitigate the 
impact of these supply challenges.  

The pandemic continued to 
influence the use and supply of 
medicines, often in unpredictable 
ways. As a result, the HPRA 
is committed to continued, 
sustained and closer cooperation 
with all stakeholders involved 
in the shortages framework. 
To this end, the HPRA began 
stakeholder engagements to 
actualise shortage prevention and 
mitigation strategies to ensure the 
continued availability of medicines 
to patients.  

We are now at the end of the 
first year of our new strategic 
plan to 2025. Reviewing our five 
strategic goals, namely, health 
system partnership, progressive 
regulation, communication and 
engagement, and enabling 

innovation, they may well appear 
somewhat familiar. That is 
because through the extensive 
development and consultation 
process for the strategy, we did 
not identify a need for a radical 
overhaul. We have instead refined 
our approach to better reflect our 
stage of development as a leading 
medicines regulatory agency 
within the European network. 
There are, however, three key 
changes that I would especially 
like to highlight that differentiate 
our new strategic plan.

1. Continued strengthening of 
partnerships across all areas 
of the health system will be 
a key focus for the HPRA 
during this five year period. We 
have seen the value of close 
collaborative relationships 
established between the HPRA 
and key partners, including, the 
Department of Health, NPHET, 
NIAC and HSE, in dealing with 
the current pandemic. It is 
important that we continue to 
work toward strengthening our 
collaborations across all areas 
of the health system to better 
address current and future 
health challenges, optimise 
safe and effective use of health 
products, and enhance national 

systems to protect both human 
and animal health. 

2. As the national regulator for 
health products, it is imperative 
we continue to add value. 
Consequently, the HPRA will 
be taking a more progressive 
approach to regulation 
using a proportionate and 
adaptive style to maximise the 
opportunities presented by the 
introduction of new legislation. 
We will also prioritise a 
more risk-based approach 
to regulation, including the 
utilisation of intelligence-
based sources of information 
to proactively manage risk, 
combined with data-driven 
regulatory decision-making. The 
ever-increasing globalisation 
of the pharmaceutical industry 
also means there will be a 
requirement for greater mutual 
reliance among regulators, 
combined with international 
convergence and harmonisation 
of regulatory standards. The 
HPRA is determined to promote 
and leverage the benefits of 
intelligence sharing among 
global regulators to ensure a 
more progressive, effective and 
efficient approach to health 
product regulation. 

3. Finally, the HPRA will continue 
to promote communication 
and interaction with all of our 
stakeholders, by improving 
our models of engagement 
to strengthen public trust 
and confidence. It is vitally 
important we proactively 
engage with stakeholders as 
greater clarity and transparency 
will help strengthen trust in the 
regulatory system. 

We are certainly in a different 
position at the end of 2021 
compared to last year. The 
authorisation of safe and effective 
vaccines, combined with the 
incredible rate of uptake in Ireland 
which has been supported by 
all partners across the national 
health system, has helped to 
protect our communities. It has 
also demonstrated the value of 
an effective and agile regulatory 
approach. As the HPRA continues 
to contribute to the national, 
European and indeed global 
pandemic response, we will  
also work towards achieving  
our ambitious strategic goals  
and objectives to excel in  
health product regulation  
through science, collaboration 
and innovation.
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PRESCRIBING INFORMATION: Consult the Summary of Product Characteristics for further information. Additional 
information is available upon request.  Pemetrexed Fresenius Kabi 25mg/ml concentrate for solution for infusion. 
Active ingredients: Pemetrexed diacid. One vial of 4ml concentrate contains 100mg pemetrexed. One vial of 20ml 
concentrate contains 500mg pemetrexed. One vial of 40ml concentrate contains 1,000mg pemetrexed. Excipients with 
known effect – 4ml vial - 964mg hydroxypropylbetadex, 20ml vial – 4820mg hydroxypropylbetadex, 40ml vial – 9640mg 
hydroxypropylbetadex. Indications: In combination with cisplatin - treatment of chemotherapy naïve patients with 
unresectable malignant pleural mesothelioma, first line treatment of locally advanced or metastatic non-small cell lung 
cancer other than predominantly squamous cell histology. Monotherapy – Maintenance treatment of locally advanced or 
metastatic non-small cell lung cancer other than predominantly squamous cell histology in patients whose disease has 
not progressed immediately following platinum-based chemotherapy, second line treatment of locally advanced or 
metastatic non-small cell lung cancer other than predominantly squamous cell histology. Posology and method of 
administration: Only administer under the supervision of a physician qualified in the use of anti-cancer chemotherapy. 
Administer as an intravenous infusion over 10 minutes on the first day of each 21-day cycle. See SmPC for further 
information on handling, administering and dilution. In combination with cisplatin – Recommended dose is 500mg/m

2 
of 

body surface area (BSA) administered as an intravenous infusion over 10 minutes on the first day of each 21-day cycle. 
Recommended dose of cisplatin is 75mg/m

2 
BSA infused over two hours approximately 30 minutes after completion of the 

pemetrexed infusion on the first day of each 21-day cycle. Patients must receive adequate anti-emetic treatment and 
appropriate hydration prior to and/or after receiving cisplatin (see also cisplatin SmPC). As single agent – In the treatment 
of non-small cell lung cancer after prior chemotherapy, recommended dose is 500mg/m

2
 BSA administered as an 

intravenous infusion over 10 minutes on the first day of each 21-day cycle. Pre-medication regimen: To reduce the 
incidence and severity of skin reactions, a corticosteroid should be given the day prior to, on the day of, and the day after 
pemetrexed administration. Corticosteroid should be equivalent to 4mg of dexamethasone orally twice daily. Patients 
must also receive vitamin supplementation; oral folic acid or a multivitamin containing folic acid (350 to 1000 
micrograms) on a daily basis. At least five doses of folic acid must be taken during the seven days preceding the first dose 
of pemetrexed and dosing must continue during the full course of therapy and for 21 days after the last dose of 
pemetrexed. Patients must also receive an intramuscular injection of vitamin B12 (1000 micrograms) in the week preceding 
the first dose of pemetrexed and once every three cycles thereafter. Subsequent vitamin B12 injections may be given on 
the same day as pemetrexed. Monitoring: Before each dose complete blood count including differential white cell count 
(WCC) and platelet count. Prior to each chemotherapy administration blood chemistry tests should be collected to 
evaluate renal and hepatic function. Before the start of any cycle of chemotherapy, patients are required to have absolute 
neutrophil count (ANC) ≥ 1500 cells/mm

3
 and platelets ≥ 100,000 cells/mm

3
. Creatinine clearance should be ≥ 45 ml/min. 

Total bilirubin should be ≤ 1.5 times upper limit of normal. Alkaline phosphatase (AP), aspartate aminotransferase (AST or 
SGOT) and alanine aminotransferase (ALT or SGPT) should be ≤ 3 times upper limit of normal. AP, AST and ALT ≤ 5 times 
upper limit of normal is acceptable if liver has tumour involvement. Dose adjustments: At the start of a subsequent cycle 
should be based on nadir haematologic counts or maximum non-haematologic toxicity from the preceding cycle of 
therapy. Treatment may be delayed to allow sufficient time for recovery. Upon recovery patients should be retreated 
using the guidelines as follows, which are applicable for pemetrexed Fresenius Kabi used as single agent or in 
combination with cisplatin. Haematologic toxicities (dose modify both pemetrexed and cisplatin) – Nadir ANC < 500/mm

3
 

and nadir platelets ≥ 50,000/mm
3
,
 
or nadir platelets < 50,000/mm

3
 regardless of nadir ANC: 75% of previous dose. Nadir 

platelets < 50,000/mm
3 
with bleeding regardless of nadir ANC: 50% of previous dose. Non-haematologic toxicities ≥ Grade 

3 (excluding neurotoxicity) - pemetrexed Fresenius Kabi should be withheld until resolution to less than or equal to the 
patient’s pre-therapy value. Treatment should be resumed accordingly – Any grade 3 or 4 toxicities except mucositis, or 
any diarrhoea requiring hospitalisation or grade 3 or 4 diarrhoea: 75% of previous dose (mg/m

2
) of pemetrexed and 

cisplatin. Grade 3 or 4 mucositis: 50% of previous pemetrexed dose (mg/m
2
) and 100% of previous cisplatin dose (mg/m

2
). 

Neurotoxicity – Patients should discontinue therapy if Grade 3 or 4 neurotoxicity is observed. CTC Grade 0-1: 100% of 
previous pemetrexed and cisplatin dose (mg/m

2
). CTC Grade 2: 100% of previous pemetrexed dose (mg/m

2
) and 50% of 

previous cisplatin dose (mg/m
2
). Discontinue treatment with pemetrexed Fresenius Kabi if a patient experiences any 

haematologic or non-haematologic Grade 3 or 4 toxicity after 2 dose reductions or immediately if Grade 3 or 4 
neurotoxicity is observed. Elderly – No dose reductions other than those recommended for all patients are necessary. 

Paediatric population – No relevant use in malignant pleural mesothelioma and non-small cell lung cancer. Renal 
impairment – (Standard Cockcroft and Gault formula or GFR measured Tc99m-DPTA serum clearance method). In clinical 
studies patients with creatinine clearance of ≥ 45ml/min required no dose adjustments other than those recommended 
for all patients. Not recommended in patients with creatinine clearance below 45ml/min. Hepatic impairment – Patients 
with hepatic impairment have not been specifically studied. Contraindications: Hypersensitivity to the active substance 
or to any of the excipients, breast-feeding, concomitant yellow fever vaccine. Special warnings and precautions for use: 
Monitor patients for myelosuppression. Pemetrexed should not be given until ANC returns to ≥ 1500 cells/mm

3
 and 

platelet count to ≥ 100,000 cells/mm
3
. Dose reductions for subsequent cycles based on nadir ANC, platelet count and 

maximum non-haematologic toxicity seen from previous cycle. All patients must be instructed to take folic acid and 
vitamin B12 as a prophylactic measure to reduce treatment-related toxicity. Pre-treatment with dexamethasone (or 
equivalent) can reduce the incidence and severity of skin reactions. Not recommended in patients with creatinine 
clearance of < 45ml/min. Patients with mild to moderate renal insufficiency (creatinine clearance 45-79ml/min) should 
avoid taking NSAIDs, or acetylsalicylic acid (> 1.3g daily) for 2 days before, on the day of, and 2 days following pemetrexed 
administration. In patients with mild to moderate renal insufficiency NSAIDs with long elimination half-lives should be 
interrupted for at least 5 days prior to, on the day of, and at least 2 days following pemetrexed administration. Patients 
should be regularly monitored for acute tubular necrosis, decreased renal function and signs and symptoms of 
nephrogenic diabetes insipidus. Drainage of third space fluid collection prior to pemetrexed treatment should be 
considered but may not be necessary. Patients should receive adequate antiemetic treatment and appropriate hydration 
prior to and/or after receiving treatment. Serious cardiovascular and cerebrovascular events have been uncommonly 
reported during clinical studies with pemetrexed, usually when given in combination with another cytotoxic agent. 
Concomitant use of live attenuated vaccines is not recommended. Sexually mature males are advised not to father a child 
during treatment and up to 6 months thereafter. Contraceptive measures or abstinence are recommended. Possibility of 
irreversible infertility; men advised to seek counselling on sperm storage before starting treatment. Women of 
childbearing potential must use effective contraception during treatment with pemetrexed. Cases of radiation 
pneumonitis reported in patients treated with radiation either prior, during or subsequent to pemetrexed therapy; 
particular attention should be paid to these patients and caution with other radiosensitising agents. Cases of radiation 
recall reported in patients who received radiotherapy weeks or years previously. Accumulation of cyclodextrins may 
occur in patients with moderate to severe renal dysfunction. May cause fatigue, patients should be cautioned against 
driving or operating machinery if this occurs. Undesirable effects: (Associated with pemetrexed monotherapy or in 
combination with cisplatin) Infection, pharyngitis, sepsis, dermo-hypodermitis, neutropenia, leukopenia, decreased 
haemoglobin, febrile neutropenia, decreased platelet count, pancytopenia, autoimmune haemolytic anaemia, 
hypersensitivity, anaphylactic shock, dehydration, taste disorder, peripheral motor neuropathy, peripheral sensory 
neuropathy, dizziness, cerebrovascular accident, ischemic stroke, intracranial haemorrhage, conjunctivitis, dry eye, 
increased lacrimation, keratoconjunctivitis sicca, eyelid oedema, ocular surface disease, cardiac failure, arrhythmia, 
angina, myocardial infarction, coronary artery disease, supraventricular arrhythmia, peripheral ischaemia, pulmonary 
embolism, interstitial pneumonitis, stomatitis, anorexia, vomiting, diarrhoea, nausea, dyspepsia, constipation, abdominal 
pain, rectal haemorrhage, gastrointestinal haemorrhage, intestinal perforation, oesophagitis, colitis, increased alanine 
aminotransferase, increased aspartate aminotransferase, hepatitis, rash, skin exfoliation, hyperpigmentation, pruritis, 
erythema multiforme, alopecia, urticaria, erythema, Stevens-Johnson syndrome, toxic epidermal necrolysis, pemphigoid, 
dermatitis bullous, acquired epidermolysis bullosa, erythematous oedema, pseudocellulitis, dermatitis, eczema, prurigo, 
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Launching

My OT & Me Launch Pilot Programme

Founder Innovators Jess Kennedy 
and Sean O’Tuama saw a clinical 
need for an on-line Paediatric 
Occupational Therapy (OT) 
resource to help children. Working 
with North Lee Primary Care 
Occupational Therapy Department, 

HSE and supported by Health 
Innovation Hub Ireland, My OT & 
Me has successfully launched a 
pilot programme for this valuable 
resource.  The Covid-19 pandemic 
worldwide has underlined the need 
for on-line OT resource to help 
children and parents in their own 
home. My OT & Me’s innovative 
platform addresses that need.

Paediatric Occupational Therapy 
helps children and young people 
with different needs and abilities 
to become as independent 
as possible by developing the 
skills they need to perform the 
purposeful activities that make up 
everyday life. The HSE Primary 
Care Occupational Therapy 
Services are experiencing 
increased numbers of referrals. 
This can be challenging particularly 
in times of limited resources, long 
waiting lists and redeployment of 
existing staff to COVID-19 testing 
duties. There is also a significant 
demand for private paediatric 
OT services in Ireland amongst 
parents, caregivers, educators, 
professionals and students.

My OT & Me’s platform is a unique 
solution to this clinical need and 
the team responded by developing 
a telehealth based product as an 
online paediatric occupational 

therapy resource to support 
children and families who are in 
need of OT support. It supports 
and empowers as many families 
as possible in an innovative, 
accessible and interactive way. 
My OT & Me provides information 
through structured high quality 
educational videos for parents 
covering a range of OT topics. 
Children are provided with My OT 
& Me’s product, Octobox, which 
is a telehealth-based solution to 
support them with skill acquisition 
in a fun and interactive way.

Health Innovation Hub Ireland 
is supporting the My OT & Me 
Innovation Journey and is currently 
running a pilot with North Lee 
Primary Care Occupational 
Therapy Department, HSE with 
thirty children and their families 
in Cork City who are awaiting 
intervention services.

Jane O’Flynn, Programme Manager, 
Health Innovation Hub Ireland working 
with MY OT&Me resources
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