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NHS Direct Medicines Fact Sheet

Tamiflu® (oseltamivir)



Fact sheets are intended as supplements to the NHS Direct approved electronic medicines information sources offering practical advice and selected facts that the call handler may find difficult to locate elsewhere. The core NHS Direct electronic medicines information sources must be consulted for detailed information on indications, warnings, contraindications, doses, adverse effects and interactions in accordance with the National Policy on Handling Medicines Calls (NP005).

	
General information 


Tamiflu® slows the spread of influenza virus through the body. It is not a vaccine, which prepares the immune system to quickly deal with future infection, but it:

1) stops individual viruses (virions) penetrating the body’s cells in order to replicate (reproduce);

2) prevents the release of new virions from cells that have been infected (1). 

Note that Tamiflu® does not stop the virus from replicating once a cell has been infected.

	
Indications


Tamiflu® is not a cure, but it aims to:

· Prevent influenza from spreading by reducing the chance of close contacts of confirmed or probable cases becoming infected. 

· Ameliorate (reduce and shorten) the symptoms once infected.

To be effective it needs to be started within 48hrs of symptoms appearing but it works best if started within a few hours (2).

People with impaired immune systems: Despite the statement in the Summary of Product Characteristics that says the safety and effectiveness of Tamiflu® in such patients has not been established, people with impaired immune systems are at greater risk of catching influenza and suffering serious complications. Therefore, treatment and prevention of influenza with Tamiflu® is recommended (3,4,5).
	
Contraindications and restrictions on use


Contraindicated: People allergic to oseltamivir or any of Tamiflu’s® excipients (1).

Infection Prevention: At the time of writing Tamiflu® is indicated only for those who had close contact during the period when the case was symptomatic AND if the most recent exposure to the case occurred within the past 7 days. The Health Protection Agency provides information on who are “close contacts” and the criteria for “confirmed infection” (6). 

	
Warnings, precautions and important interactions


Most people can take Tamiflu® if indicated, but people with severe kidney disease will need a reduced dose (1) and are advised to discuss options with their specialist.
Interactions: Although the manufacturer recommends using Tamiflu® with care in patients who also take methotrexate, no important interactions with medicines or food have been identified (1,7,8). Patients can take Tamiflu® with their regular medicines including methotrexate.
	
Supply restrictions


Tamiflu® is a prescription only medicine (POM) available on the NHS for those who have confirmed or probable infection and the close contacts of symptomatic cases. In order for close contacts to be eligible they must have been in close contact with the infected person while they had symptoms and within the last seven days (2,6).

	
Common side-effects


Most people tolerate Tamiflu® very well. During the first one or two days nausea and/or vomiting occur in about 10% (10 in 100) of people who take Tamiflu®. Stomach ache and headache are reported in 2% (2 in 100) of people taking Tamiflu® (1).  The manufacturer says that the above side-effects will usually stop as treatment progresses (1).

	 
Time to effect


Tamiflu® can reduce the duration of symptoms by one to one and a half days (2).

	
Driving, machinery and alcohol


Taking Tamiflu® should not further impair people’s ability to drive or operate machinery. Tamiflu® is not expected to enhance the sedative effects of alcohol (1).

	With or without food?


Taking doses with food can reduce stomach upsets seen in the first one or two days of treatment, otherwise timing with food is not important (1).

	Vomiting after a dose


Oseltamivir  is absorbed by the body quite quickly (9) but the manufacturer advises taking Tamiflu® with food (even a snack) as it reduces the chances of you feeling or being sick after a dose (10,11).

It is not possible to be certain, but if you vomit more than 30 mins after taking a dose then it is likely you will have absorbed most of the Tamiflu®. 

	Taking and extra dose by mistake


If you take an extra dose it is unlikely to do you any harm (1,12). You may feel a bit sick but that is a common side-effect of Tamiflu®. If you have any concerns contact your GP, Pharmacist or NHS Direct for advice. 

	Forgetting a dose


If you forget a dose, do not double the next dose. Take the forgotten dose as soon as you remember as long as the next one is not due in a few hours. If the next dose is due in a few hours then just carry on as you are supposed to – don’t take a “catch-up” dose (13).
	
Pregnancy and breastfeeding


Pregnancy: The Department of Health has decided that during a pandemic Relenza® (zanamivir) is the antiviral of first choice for the treatment and prevention of influenza during pregnancy. Because Relenza® is inhaled; only low levels appear in the blood in theory posing less risk to a pregnancy than Tamiflu®. As the benefits gained by taking an antiviral outweigh the risks, Tamiflu® can be used if Relenza® is contraindicated or medical opinion deems it preferable (14).
Although there is very little information about the safety of Tamiflu® in human pregnancy, animal studies do not suggest there is a risk to the foetus.  Influenza during pregnancy can lead to pneumonia in the mother and infection might pose a risk to the unborn baby. Although Relenza® is first choice, Tamiflu® can be used in pregnancy if necessary (15,16). 
Breastfeeding: The Department of Health has decided that during a pandemic Tamiflu® is the antiviral of choice for the treatment and prevention of influenza in women who are breastfeeding (14). Very small amounts pass into the breast milk but not enough to cause concern. Breastfeeding can continue as normal while taking Tamiflu® (17).

	Enteral feeding tubes


Tamiflu® can be given via feeding tubes (e.g. nasogastric, PEG) but it may require the use of special mixing techniques and syrup vehicles (18). Refer such enquires to UKMi.
	
Dose and dosage forms


· Post exposure prevention (prophylaxis) and treatment doses and course lengths differ. 

· Doses for children under the age of 13 years are based on body weight. If the weight if the child is not known, then dose according to age (19).

· Infants under one year will be given liquid doses. As the capsules can be opened and the contents mixed with food, toddlers, children and adults will most likely be given capsules (20).

· Teenagers (13 years and over) receive adult doses (2). 

Children over 1 year of age and Adults 

	Weight (2)
	Age if weight not known (19)
	Post Exposure Prophylaxis (2)
	Treatment of Symptoms (2)

	
	
	
	

	Under 15kg
	Over 1 year and under 3 years
	30mg once a day for 10 days
	30mg twice a day for 5 days

	15kg up to 23kg
	3 years and under 7 years
	45mg once a day for 10 days
	45mg twice a day for 5 days

	23kg up to 40kg
	7 years and under 13 years
	60mg once a day for 10 days
	60mg twice a day for 5 days

	Over 40kg
	13 years and over (including Adults)
	75mg once a day for 10 days
	75mg twice a day for 5 days


Tamiflu® Capsules: 30mg, 45mg and 75mg in boxes of ten capsules (10,11).

Some may be reluctant to take the capsules because the capsule shell contains gelatin (an animal product), others may have been given capsules and then find they have difficulty swallowing them. For patients taking 30mg, 45mg, 60mg or 75mg doses advise the following (1,10,11):

1) The capsule may be opened and the powder contents mixed with one teaspoonful of something sweet such as chocolate syrup, honey, brown sugar dissolved in water, condensed milk or yogurt. 

2) The powder tastes bitter so make sure it is mixed thoroughly through the syrup, yogurt, honey etc. 

3) Try to swallow all of the mixture.
4) Do not mix it up in advance; make it up when the next dose is due.
Children taking 60mg doses may be given 30mg capsules. The contents of two capsules will be needed for each dose (19,20).

Infants up to and including 12 months of age. Dose according to weight (19,21).
	Post Exposure Prophylaxis (21)
	Treatment of Symptoms (21)

	2mg/kg once a day for 10 days
	2mg/kg twice a day for 5 days


There are two liquid preparations that differ in strength:
	Tamiflu® Suspension 60mg/5mL in 75mL bottles made by Roche with an oral measuring syringe and reconstitution measure. The suspension comes as a dry powder that needs to be mixed with water (reconstituted). Once reconstituted, it can be kept at room temperature (25(C, 77(F) for 10 days, or in a refrigerator at 2 to 8(C for 17 days (22). The reconstituted suspension must be shaken before use and should not be frozen.

	
	Oseltamivir Solution 15mg/mL in 20mL bottles made by NHS Manufacturing (23). Intended for infants and supplied with an oral syringe for accurately measuring doses. Eventually a rubber bung will be supplied with each bottle to make drawing up doses with the syringe easier, but early supplies are unlikely to have one. Once opened any unused solution should be discarded after 5 days (20). 


	Tamiflu® Suspension 60mg/5mL

Dose calculation based on 2mg/kg and rounded down to nearest 0.1mL 
	
	Oseltamivir Solution 15mg/mL

Dose calculation based on 2mg/kg and rounded down to nearest 0.1mL


	Weight range (kg)

	Dose in mL (19)
	
	Weight range (kg)
	Dose in mL (19)

	3.0 - 3.5
	0.5
	
	3.0 - 3.6
	0.4

	3.6 - 4.1
	0.6
	
	3.7 - 4.3
	0.5

	4.2 - 4.7
	0.7
	
	4.4 - 5.0
	0.6

	4.8 - 5.3
	0.8
	
	5.1 - 5.7
	0.7

	5.4 - 5.9
	0.9
	
	5.8 - 6.4
	0.8

	6.0 - 6.5
	1.0
	
	6.5 - 7.1
	0.9

	6.6 - 7.1
	1.1
	
	7.2 - 7.8
	1.0

	7.2 - 7.7
	1.2
	
	7.9 - 8.5
	1.1

	7.8 - 8.3
	1.3
	
	8.6 - 9.2
	1.2

	8.4 - 8.9
	1.4
	
	9.3 - 9.9
	1.3

	9.0 - 9.5
	1.5
	
	10.0 - 10.6
	1.4

	9.6 - 10.1
	1.6
	
	10.7 - 11.3
	1.5

	10.2 - 10.7
	1.7
	
	11.4 - 12.0
	1.6

	10.8 -11.3
	1.8
	
	
	

	11.4 - 11.9
	1.9
	
	
	

	12.0 - 12.5
	2.0
	
	
	


References
1) Summary of Product Characteristics – Tamiflu® 75mg Hard Capsule (oseltamivir) Roche Products Limited. Last revision of text 26 January 2009 Accessed via http://emc.medicines.org.uk on 29 April 2009.
2) Martin J, editor. British National Formulary for Children 2008. London: BMJ Group and RPS Publishing; 2008.

3) UKMI Q+A 275.1 Use of oseltamivir in immunocompromised patients. Northwest Medicines Information Centre. Accessed via http://www.nelm.nhs.uk/en/NeLM-Area/Evidence/Medicines-Q--A/Use-of-oseltamivir-in-immunocompromised-patients/?query=oseltamivir&rank=3 on 10 June 2009.
4) Oseltamivir, Amantadine (review) and zanamivir for the prophylaxis of influenza. NICE Technology Appraisal Guidance 158. September 2008. Accessed via http://www.nice.org.uk/guidance/TA158 on 10 June 2009.
5) Amantadine, oseltamivir and zanamivir for the treatment of influenza. NICE Technology Appraisal Guidance 168. February 2009. Accessed via http://www.nice.org.uk/guidance/TA168 on 10 June 2009.
6) Health Protection Agency. WHO Pandemic Alert Phase 5: Actions and post exposure prophylaxis for close contacts of probable or confirmed human case(s) of swine influenza A/H1. Accessed via http://www.hpa.org.uk/web/HPAwebFile/HPAweb_C/1240986160584 on 10 June 2009. 

7) Baxter K editor, Stockley’s Drug Interactions. London: Pharmaceutical Press (electronic version). Accessed via: http://www.medicinescomplete.com/mc/stockley  on 29 April 2009.

8) UKMi Q+A 276.1 Use of oseltamivir in patients taking methotrexate. Northwest Medicines Information Centre. Accessed via http://www.nelm.nhs.uk/en/NeLM-Area/Evidence/Medicines-Q--A/Use-of-oseltamivir-in-patients-taking-methotrexate/?query=oseltamivir&rank=3 on 10 June 2009.
9) American Society of Health-System Pharmacists. AHFS Drug Information 2008 (electronic version). Accessed via http://www.medicinescomplete.com on 22 April 2009
10) Patient Information Leaflet - Tamiflu 30mg and 45mg Hard Capsules (oseltamivir) UK/Ireland/Malta. Roche Products Limited. Last approval January 2009.  Accessed via http://emc.medicines.org.uk on 7 May 2009.

11) Patient Information Leaflet - Tamiflu 75mg Hard Capsules (oseltamivir) UK/Ireland/Malta. Roche Products Limited. Last approval January 2009.  Accessed via http://emc.medicines.org.uk on 7 May 2009.

12) Toxbase Monograph: oseltamivir. National Poisons Information Service. Updated April 2009. Accessed via http://toxbase.u5e.com/Poisons-Index-A-Z/O-Products/Oseltamivir/ on 7 May 2009.
13) NHS Direct Q+A N22.2 What should patients do if they miss a dose of their medicine? Wessex Drug and Medicines Information Centre. Accessed via: http://nww.intranet.nhsdirect.nhs.uk/Portals/91a3b107-a934-4130-8dde-43ac5d918dd3/Q&A22misseddosesSWFINAL.DOC  on 7 May 2009.

14) Department of Health. Pandemic Influenza: Recommendations on the use of antiviral medicines for pregnant women, women who are breastfeeding and children under one year of age. 5 June 2009. Accessed via http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_100361 on 10 June 2009. 
15) Anon. Oseltamivir in Pregnancy. National Poisons Information Service and the UK Teratology Information Service. Updated 06/05/09. Accessed via www.toxbase.org on 7 May 2009.

16) Anon. Management of pregnant women during an influenza A (H1N1) (Swine Flu) pandemic. National Poisons Information Service and the UK Teratology Information Service. National Poisons Information Service and the UK Teratology Information Service. Updated 06/05/09. Accessed via www.toxbase.org on 7 May 2009.

17) UKMi Q+A 179.1 Oseltamivir or zanamivir - Can mothers breastfeed after treatment for influenza?  Trent Medicines Information Service. Accessed via http://www.nelm.nhs.uk/en/NeLM-Area/Evidence/Medicines-Q--A/Oseltamivir-or-zanamivir---Can-mothers-breastfeed-after-treatment-for-influenza/ on 1 May 2009.
18) Advice on administration of oseltamivir (Tamiflu) via enteral feeding tubes. White & Bradnam (2007) Handbook of Drug Administration via Enteral Feeding Tubes. PharmPress Accessed via http://www.nelm.nhs.uk/en/NeLM-Area/Evidence/Medicines-Q--A/Advice-on-administration-of-oseltamivir-Tamiflu-via-enteral-feeding-tubes/ on 18 May 2009. 

19) Anon. Dosages of Antivirals. Communication from the Department of Health to NHS Direct. 14 May 2009.
20) Letter from Helen Marlow, Pharmaceutical Advisor, NHS London. Medicines and Pharmacy issues relating to current situation around influenza A/H1N1. Paediatric and liquid formulations of antivirals. Tuesday 12 May 2009.
21) NHS Scotland/UKMI guidance on treatment and prophylaxis of influenza with oseltamivir (Tamiflu®) in children under 1 year of age. UKMi /NHS Scotland. Accessed via http://www.nelm.nhs.uk/en/NeLM-Area/News/2009---May/01/NHS-ScotlandUKMI-guidance-on--treatment-and-prophylaxis-of-influenza-with-oseltamivir-Tamiflu-in-children-under-1-year-of-age/ on 1 May 2009. 
22) Summary of Product Characteristics – Tamiflu® 12mg/mL powder for oral suspension (oseltamivir) Roche Products Limited. Last revision of text 26 January 2009 Accessed via http://emc.medicines.org.uk on 7 May 2009
23) Pharmaceutical Services Negotiating Committee. General News: Influenza A.  Background and Guidance for Pharmacists: Supply of oseltamivir liquid 15mg/mL. Accessed via: http://www.psnc.org.uk/news.php/481/influenza_a_h1n1_guidance_updated_15 on 7 May 2009.
Quality Assurance

Search Strategy

Standard In house resources and communications

Prepared by
Wynn Pevreal

Principal Pharmacist

London Medicines Information Service

Contact

Med.info @nwlh.nhs.uk

Checked by

Alexandra Denby

Regional MI Manager

London Medicines Information Service

Date of check
22nd May 2009

Updated

10 June 2009

Wynn Pevreal

Update Checked

Alexandra Denby

10 June 2009

� EMBED Word.Picture.8  ���








Produced by NHS Direct UKMI Working Group

 
Date last updated: 10 June 09   Review due: 31 May 11
                             


Version: 3.1

[image: image2.png]Direct



[image: image3.wmf] 

_1282118033.doc
[image: image1.png]UKM1Z

UK Medicines Information







