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Dear colleagues,

National Patient Safety Alert: EyeCee One preloaded and EyeCee One Crystal
preloaded Intraocular Lenses Guidance for Commissioners, Secondary Care
Providers and Primary Care Optometrists

Today the MHRA has issued a patient safety alert in respect of EyeCee One preloaded
and EyeCee One Crystal preloaded intraocular lenses following the device safety
information notification (DS1/2023/001) issued on 26 January 2023.

This alert requires that all patients who have been implanted with these devices since 1
October 2022 be contacted by telephone by their cataract care provider to advise them
to have the pressure in their eye tested (within 2 weeks of notification). This impacts on
both NHS and private providers of cataract care. Where the patient has received this
care privately the default expectation is that this follow-up will be provided by the private
provider. Where a patient has received NHS funded care this follow-up will be provided
by the secondary care provider if the person is ineligible for an NHS funded sight test in
primary care i.e. the patient is aged less than 60 years old. All other patients may
present in primary care for this follow-up to be completed if they are unable to be seen in
secondary care. Where this follow-up is provided under a General Ophthalmic Services
contract the guidance below should be followed to ensure accuracy in claiming and
subsequent payments.


https://www.gov.uk/drug-device-alerts/national-patient-safety-alert-nidek-eyecee-one-preloaded-and-eyecee-one-crystal-preloaded-intraocular-lenses-iols-risk-of-increased-intraocular-pressure-natpsa-slash-2023-slash-003-slash-mhra
https://www.gov.uk/drug-device-alerts/eyecee-one-preloaded-and-eyecee-one-crystal-preloaded-intraocular-lenses-iols-stop-using-immediately-and-quarantine-all-preloaded-eyecee-one-lenses-dsi-slash-2023-slash-001

All patients should wait to be contacted. The MHRA alert also notes that affected
patients who are not being followed up by their cataract provider should be provided with
a letter to take to their local optometrist confirming that they have been implanted with
the affected devices.

This communication should also include details of how to inform the secondary care
provider of the results of the test and a named contact should urgent referral be required.
Regional and ICS Ophthalmic commissioning leads should work with their secondary
care providers to confirm this information. However, it will be the responsibility of the
secondary care provider to ensure that all patients are contacted and appropriately
followed up.

Given the urgent nature of these tests, NHS England is allowing the following exceptions
to the GOS contract only for patients within this cohort and in receipt of a referral letter
from their cataract provider:

1. In cases where optometrists assess that a full sight test is not required following
the Intraocular Pressure test, claims may still be made for a sight test via a GOS
1 submission (see below on how to make a claim).

2. Private patients should have been given an appointment by the provider of their
cataract implant for their IOP to be measured. However, in the event that a
private patient presents at a primary care practice for the test, the optometrist
may conduct the test and claim payment for a sight test via a GOS 1 submission
(see below on how to make a claim).

We recognise that there is still some uncertainty around the nature of the clinical risk
associated with these lenses and the advice we can give to patients. We can confirm
that, at this time, there are no specific equipment requirements for this screening. At
present, we believe that only a small number of patients (2-4%) will be affected, however
it is important to identify those at risk as quickly as possible so that we can understand
the full extent of the complication. We are grateful to colleagues for prioritising these
patients for intraocular pressure testing.

Optometrists should follow the instructions in the annex to this letter when
making claims, and are reminded that the above exception applies only to patients
who were implanted with the preloaded EyeCee IOLs and have received a referral
letter from the provider of the implants (to be given to the optometrist). All claims
must be submitted as detailed below. Colleagues are asked to note the



requirement to annotate the GOS claim form with the word ‘intraocular’ in the
previous surname field.

Thank you for your continued support to ensure the ongoing safety of our patients

xéa, U ibham

Yours sincerely,

Ali Sparke Louisa Wickham

Director for Dentistry, Community National Clinical Director for Eye Care
Pharmacy and Optometry NHS England

NHS England



Annex 1: Flow chart of process

Provider of the cataract implant telephones the patient to make them aware of
the Patient Safety Alert and the need for their Intraocular Pressure tobe taken

within 2 weeks of being notified as described above

v

N

Cataract provider makes an
appointment for the patient to
return to the Hospital / Clinic in
which the procedure was delivered
to have their |OP measured along
with any subsequent treatment. All
private patients and/or NHS
patients whorecewved private care
will be managed through this
pathway as will those ineligible for
NHS funded primary eye care

Patient chooses to attend a High
Street Optometry practice to have

their [OF measured

I

Cataract provider follows up the
telephone conversation with a
letter to the patient confirming next
steps. This will include a letter for
the patient to give the optometrist
who measures the IOP along with
a process to return the required
clinical data (usually via NHS.Mail).

s

|IOP Measures 22mmHg or above

(pressure threshold not dependent
upon the type of instrument used)

|

|OP Measures 21mmHg or below
(pressure threshold not dependent

upon the type of instrument used)

|

Referral Required:

Optometrist telephones the named
contact on the number provided
whilst still with the patient to
arrange a follow up appointment

No Referral Required:
Optometrist returns the requested
clinical data to the Cataract
Provider Team via secure email or
other means indicated by the
provider

Optometrist submits a GOS 1 Form
using Recall Code 6 and entering
INTRAOCULAR in the "Patients
Previous Surname’ text field to
identify the claim as an exceptional
submission (see below).




Annex 2: Completion of GOS forms
Paper GOS 1 Forms and PCSE Online GOS 1 Forms

e In part 1 under Patient Details, the optometrist should enter INTRAOCULAR in the
‘Previous Surname’ text field (see screenshots below)
e In Part 4, the optometrist should use Recall Code 6

GOS 1 Claims — Application for a NHS funded sight test

Patient's Details Patient's Eligibility Patient's Declaration Performer's Declaration Contractor Signatory's
Declaration

I HAVE TESTED THE SIGHT OF THE PERSON NAMED ON THIS FORM ON

31/01/2023 3]
CONTRACTOR'S NAME PERFORMER'S NAME PERFORMER'S NUMBER
Dummy Ophthalmic Org (A1A1A) Test Performer Opto 01-90000

YOUR REFERENCE

Patient's Details

TITLE FIRST NAMES
Please select v
SURNAME PREVIOUS SURNAME €
INTRAOCULAR
ADDRESS
Search for an address by entering a postcode
:
| [
GOs 1 APPLICATION FOR AN NHS FUNDED SIGHT TEST 06/20
Please complete this form using black ink and in BLOCK CAPITALS
Part1 PATIENT’S DETAILS

me [0 sseeames OO O0OO0O00O00000000000

- seene [ OOOOO0O000000000000000 0000000000

ot nane (UNITRIAOfeulu R OHOOOOO OO OO0

s saess. [ OO OOOOCOOOO0CO0OO0A00000000000

UOOOoOO00O0000000000000 - eesese AOOOOOC

o owectsen: [ [ L wsre LOOOOOOOON . see COOCOOOOC
S HOUODOOD . Ot Dretiocun

For Private Patients only:
e In part 1 under Patients Details, patients should tick ‘| have been prescribed
complex lenses under the NHSE Optical Voucher Scheme’
e In part 1 under Evidence of Eligibility, the optometrist should tick ‘Not Seen’



