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Please be aware that the Royal Devon University Healthcare NHS Foundation Trust
(Royal Devon) has existed since 1st April 2022 following the integration of the Northern
Devon Healthcare NHS Trust (known as Northern Services) and the Royal Devon and

Exeter NHS Foundation Trust (known as Eastern Services).

Further to your Freedom of Information Act request, please find the Trust's

response(s) below:

In line with the Freedom of Information Act (2000) we would like to understand your
use and aftercare of the B. Braun Aesculap Simpson Shelf Vaginal Pessary and we

would be grateful if you could respond to the following questions:

The B. Braun Aesculap Simpson Shelf Vaginal Pessary is used to relieve
symptomatic prolapse of the Uterus where patients are either unwilling or unfit

(chronic illness, old age) for surgery and the ring Pessary falls out. The Simpson

Shelf Vaginal Pessary can be used as a stopgap, where surgery needs to be
delayed or the patient requires limited relief. After initial fitting with a Medical

Practitioner/ Gynaecologist, the maximum allowable time the Vaginal Pessary should

be fitted without removal, for review and cleaning, is 3 months. After which the
device should be cleaned and re-fitted.

Please would you respond to the following questions:

1. Name:
Exempt under Section 40 Personal Information.

Section 40 (2) — Personal Data

The Trust does not release the names of staff below a Director under Section
40 (2) of the Freedom of Information Act 2000 Personal Information, where
disclosure may contravene the Data Protection Act 2018 and therefore applies
an exemption under Section 40 (2) - Personal Information of the Freedom of
Information Act 2000 and Section 10 of the Data Protection Act 2018.

The disclosure of staff names would breach the first data protection principle
and fail to meet any of the relevant conditions set out in Schedule 2 of the Data
Protection Act (DPA) 2018. The first principle in the DPA requires that
disclosure must be fair and lawful, and, in particular, personal data shall not be
processed unless at least one of the conditions in Schedule 2 is satisfied. The
staff concerned would not have expected their names to be disclosed in the
public domain and so disclosure would not be ‘fair’ in the manner contemplated
by the DPA. Furthermore, disclosure would not satisfy any of the conditions for
data processing set out in Schedule 2 of the DPA. In particular, we do not

Page 1 of 2



consider that there is a legitimate interest in disclosure in this case. There is no
public interest in making information about our staff available in this way
contrary to what would have been their legitimate expectation at the time the
information was gathered.

2. Job Title:
Ward Sister.

3. Hospital:
Royal Devon University Healthcare NHS Foundation Trust.

4. Over the last two calendar years (Jan 23 — Nov 24) has your
hospital/organisation experienced any failure of the Simpson Shelf Vaginal
Pessary after implanting that relate to the materials used?

No.

5. Over the last two calendar years (Jan 23 — Nov 24) has your
hospital/organisation experienced any Adverse Events that were not reported
to the MHRA and what side effects or adverse events occurred?

No.

6. For the population of patients that your hospital uses an implanted Vaginal
Pessary, do you feel there are other devices available that performs the same
tasks as the Simpson Shelf Vaginal Pessary and which devices seem to have
less adverse effects on this group of patients?

Yes.

7. Are the ranges of sizes of the Simpson Shelf Vaginal Pessary from 51mm —
101mm adequate for your patient population?
Yes.

8. Can you describe your experience of using the Simpson Shelf Vaginal
Pessary with your patients and would you recommend its use to other
clinicians at other Hospital or wider audience?

The Simpson Shelf Vaginal Pessary is one of a range of pessaries used within
the Trust determined by clinicians’ assessment of patient need.

If it is not possible to provide the information requested due to the information
exceeding the cost of compliance limits identified in Section 12, please provide
advice and assistance, under your Section 16 obligations, as to how | can refine my
request to be included in the scope of the Act.
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