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Executive summary 

Following the issue of the BD Urgent Field Safety Notice (FSN) MPS-18-1209 regarding the use of 

BD syringes for intraocular injections and the further FSN from Medline covering their Ophthalmic 

Sterile Procedure Trays including BBraun Syringes, the current recommendation is to continue to 

prepare intraocular injections in the syringes that are currently used including the BD and BBraun 

(Medline) syringes impacted by the FSN, ensuring that the physicians are aware of the risks and 

are happy to continue to use them. We are hopeful that an alternative syringe specific for this 

purpose will become available in due course. 

Background 

BD issued an urgent FSN (MPS-18-1209)1 on 8th January 2021, this took some time to filter down to 

NHS aseptic units and end users. This FSN recommended that BD 1ml Syringe Luer-Lok™ Tip and BD 

Plastipak™ 1ml Luer syringes, together with various needles, should no longer be used for 

intraocular injections. The potential hazard is deposition of silicone oil (SO) droplets in the vitreous. 

The potential harm could be symptomatic “floaters” in the patient’s field of vision which, normally, 

are tolerable and resolve over a few months. However, if sufficiently bothersome, floaters may lead 

to a vitrectomy for their removal. BD became aware of other potential risks associated with 

intraocular injections, such as endophthalmitis (inflammation of the interior of the eye), which may 

be associated with failure modes not previously identified. 

Medline also issued a FSN on 3rd March 2021 (MHRA reference: 2021/003/029/291/001)2 which 

covered their Ophthalmic Sterile Procedure Trays including BBraun Syringes. This also references the 

off-label use for intravitreal injection stating ‘The above-mentioned products are not intended to be 

used for intravitreal injections. Should there be a medical need to use the product off-label for 

intravitreal injections, the application has to be subject to an individual risk benefit assessment by 

the treating ophthalmologist. The patient must be informed about the risk.’ 

Within the NHS many intravitreal and intracameral injections are given including licensed products 

such as Eylea and Lucentis but also those prepared from IV preparations such as antibiotics and 

cytotoxic drugs. The vast majority of these are filled into BD 1ml luer-lock syringes or other similar 

three-piece syringes, some are made in advance in aseptic units and stored ahead of use. The BD 

capped luer lock syringes have been assessed for integrity to allow storage of intraocular injections 

and are generally the syringe used in stability trials. They have evidently also been seen as suitable 

for intraocular administration of various medicines over many years. Both Novartis (Lucentis) and 

Bayer (Eylea) have stated that the evidence supports continued use of the syringes and needles 

covered by the FSN for the administration of their products3,4. The Royal College of Ophthalmologists 



 

 

have also issued a statement to support continued use of the BD syringes affected by the FSN for 

intraocular use5.  

Alternative syringes such as silicone free two- piece syringes are available but have proved less 

robust from an integrity perspective and are often not luer lock for secure cap fitting. They may not 

also have been assessed as clinically suitable for intraocular injections. There is clearly a need to 

assess alternative syringes that may be available and it is understood that some intraocular syringes 

are currently under development6, however, this will take some time to fully assess. In the 

meantime there are intraocular injections which are vital as part of standard treatments and 

prophylaxis and hence supply of these has to be maintained. 

The MHRA have been contacted about the issue and have confirmed that there is an internal team 

looking at the implications, in the interim period they have stated that they are not currently 

proposing that these products be withdrawn pending completion of their review, but that risks 

should be notified to the treating physician7. 

Hence the current advice is to continue to prepare these intraocular injections in the syringes that 

are currently used, ensuring that the physicians are aware of the risks and are happy to continue to 

use them. It is worth checking syringes prior to use and rejecting any which appear to have excess 

silicone oil within them. 

There is a published paper which advises on how to minimise the risk of silicone oil within the 

injection volume itself8 which is available at https://pubmed.ncbi.nlm.nih.gov/30910872/ and 

advises that syringes containing intraocular injections should not be agitated before use and 

specifically that they should not be flicked in order to remove air. It would be sensible to try to 

follow this advice 

Paper written by Mark Santillo on behalf of the NHS Pharmaceutical Quality Assurance Committee 

To contact please use mark.santillo@nhs.net 

 

1. MPS-18-1209 Urgent Field Safety Notice, 8th January 2021, BD 

2. FSN – 21/05 Urgent Field Safety Notice, 3rd March 2021, Medline 

3. Lucentis (ranibizumab) Enquiry reference UK21-000305, Novartis, 12th February 2021 

4. Eylea® (aflibercept solution for injection) – Becton Dickinson Field Safety Notice additional information, Bayer, Reference 

GB21000488, 15th  February 2021 

5. Royal College of Ophthalmologists Quality and Safety Group Position statement BD Filed Safety Notice Silicone oil use in 

syringes and needles http://e-

news.rcophth.ac.uk/linkapp/cmaview.aspx?LinkID=pageid100162793zqjzt~zfn9jnjx~qthq~qt9fq9~z~x~f~f~n  

6. Pearls for selecting a syringe for intravitreal injection: Ophthalmology Times: January 2021, Volume 46, Issue 1 

7. Communication received from Ian Harwood, MHRA, 28th January 2021 

8. Release of silicone oil and the off-label use of syringes in ophthalmology, Br J Ophthalmol. 2020 Feb;104(2):291-296. Gustavo 

Barreto Melo et al. 

https://pubmed.ncbi.nlm.nih.gov/30910872/
mailto:mark.santillo@nhs.net
http://e-news.rcophth.ac.uk/linkapp/cmaview.aspx?LinkID=pageid100162793zqjzt~zfn9jnjx~qthq~qt9fq9~z~x~f~f~n
http://e-news.rcophth.ac.uk/linkapp/cmaview.aspx?LinkID=pageid100162793zqjzt~zfn9jnjx~qthq~qt9fq9~z~x~f~f~n

