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1. Introduction

This guidance has been produced to assist providers and managers (‘registered persons’) of
independent health care establishments or agencies registered with Healthcare Inspectorate
Wales (‘HIW’) to complete notifiable events forms. The guidance sets out what events need
to be notified and by when; and the process to follow when submitting a notification form.

2. Background

Under the Care Standards Act 2000" those providing or managing independent hospitals,
independent clinics and independent medical agencies must register with the registration
authority. In Wales, HIW exercise this function on behalf of the Welsh Ministers.

Regulations 30 and 31 of the Independent Health Care (Wales) Regulations 20112 (“the
Regulations”) require the registered person to notify HIW about prescribed events (they can
be found at Appendix A). The events in question relate to patient safety and whilst there is a
legal requirement to notify HIW of their occurrence, it is also expected that the registered
person has the necessary policies and procedures in place to reduce the risks of their
occurring in the first instance; appropriately manage the situation if and when it occurs; and
ensure the occurrence of the identified risk is appropriately managed so as to avoid future
occurrences.

Failing to notify HIW of a notifiable event within the timescales stated in the legislation can

result in HIW taking enforcement action; this in turn could lead to a criminal prosecution or
the cancellation of your registration.

3. Events that need to be notified

An overview of the events that need to be notified and the timescales for notification is set
out in Appendix A.

If there is any doubt as to whether an event is reportable or not, guidance should be sought
by contacting HIW. Our contact details can be found at the end of this document.

4. How to report a notifiable event

Use the standard notification forms

When notifying HIW of a notifiable event you should use the relevant form which is published
on HIW’s website as this will ensure that you are using the most appropriate form.

Completing each section of the form comprehensively will also reduce the need for HIW to
seek further clarification.

! The Act can be viewed on http://www.legislation.gov.uk/ukpga/2000/14/contents
% These Regulations can be viewed on http://www.legislation.gov.uk/wsi/2011/734/contents/made
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Authorised Individuals

Whilst the Regulations require the registered person to notify HIW; it's appreciated that this
may not always be possible and that as the registered person you may want to delegate the
notification task to others.

Before we are able to accept a notification which has been sent on your behalf you will need
to provide HIW with a list of individuals (and their e-mail addresses) who you have
authorised to contact us®. Please use the Authorisation Form on our website to do this. Any
notifications or correspondence entered into with these authorised individuals will be taken
as if it has been provided with the registered person’s knowledge and consent.

If HIW receives a notification from someone who is not on the list of authorised individuals,
HIW will contact the registered person to clarify whether or not this individual has been
authorised and will request an updated list. The new list should be provided within 2 working
days. Correspondence relating to a specific incident will be addressed to the person who
notifies HIW until it is informed otherwise.

It's recommended as a matter of good practice that if an authorised person is the subject of
an allegation of misconduct that HIW is separately informed. HIW will suspend their access
to the portal (see section 7) until the matter has been resolved.

Privacy notice:

The event notification forms and the list of authorised individuals ask for personal information
about you and your staff.

We use the list of authorised individuals to verify that the information we receive is from your
establishment and someone who is entitled to inform us. We actively use the information
until it is replaced by information on a new form.

We use the names and eMail addresses on the notifiable event forms to send an
acknowledgement and, occasionally, to ask further questions about the event.

We keep old forms for no more than ten years before destroying them securely in line with
Welsh Government record-keeping guidelines.

5. Completing the notification forms
Key points

Always use the current forms published on HIW’s website*

Be concise, clear and enclose any supplementary documentation such as investigation
reports you have commissioned

® The same form can be used on behalf of the registered provider and registered manager; there is no need for
both registered persons to submit separate forms.
* These forms may be subject to changes from time to time.
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All sections of the relevant form should be completed (where relevant information isn’t
available at the time of completion please state this and indicate when you expect to
send it to HIW)

Avoid using any jargon, acronyms and abbreviations

Ensure that both Part A and Part B forms are submitted for each notification

Personal Data

The Data Protection Act 1998 requires that appropriate measures are taken by
organisations to protect personal data and to tell “data subjects” (primarily patients) what
data you are providing to HIW and what HIW will use it for. Privacy notices setting this out
for each form are provided on our web site.

We expect you to:

Ensure that the fair processing information we provide for individuals mentioned in
the notification forms is conveyed to them in an appropriate manner; this information
is published on our web site

Protect information on completed forms whilst it is in your care

6. What happens after you have reported the event

Once HIW has received a notification we will send an acknowledgement letter/email to the
same address it was sent from within two working days. The acknowledgment will include a
HIW reference number for use on all follow up correspondence related to the event. If
having notified HIW of an event you don’t receive an acknowledgement within two working
days you should contact HIW immediately.

Unless there is a need to do so sooner, all notifications will be considered by the HIW within
10 working days of receipt. Following which you may be asked to provide additional
information. The information provided on the notifiable event forms enable HIW to assess
health care provider’s ability to comply with the 2011 Regulations and ultimately that patients
are being appropriately safeguarded.

Retention of Records

We keep all records about independent healthcare providers for ten years and then destroy
them securely in accordance with records management policies and procedures established
by the Welsh Government.

7. How to submit your completed notifiable event form

Completed forms will often contain personal or commercially sensitive information and
deserve adequate protection. Consequently, when submitting completed forms you should
only use one of the following methods:

a) Electronically via the NWIS Secure File Sharing Portal. The portal is a web site through
which documents can be exchanged safely. Itis on the Internet and anyone who has been



authorised (and given an ID and password) can use the system from computers on their own
organisation’s network provided they have Internet access. To join the portal, the registered
person must provide HIW with a list of names and eMail addresses of individuals who are
authorised to use the portal (see section 4). A User Guide for using the portal can be found
on our website to assist you with this process.

b) In hard copy using Recorded Delivery. If you are unable to return the completed form
via the portal, a hard copy should be sent to HIW via recorded delivery to:

Notifiable Events

Healthcare Inspectorate Wales
Welsh Government

Rhydycar Business Park
Merthyr Tydfil

CF48 1Uz

Notifications should not be sent directly to HIW staff or by FAX.

8. Queries and further information

If you would like help to complete the forms or need any further information about the
process outlined in this guidance, please contact HIW on 0300 062 8163 or email us at
HIW.NotifiableEvents@wales.gsi.gov.uk.




Appendix A

Overview of Events to be notified under the Independent Health Care (Wales) Regulations 2011

The Registered Person must notify HIW of the following events:

Category of | Regulation | Event Details Who needs to | Timescale | Form to be
event notify for completed
notification
Death 30 Death or of a patient who is liable to be Establishment | Without Form NE2a
detained by the registered person: delay
under the Mental Health Act 1983 (—the
1983 Act); or
pursuant to an order or direction made
under another enactment (which applies in
relation to Wales), where that detention
takes effect as if the order or direction were
made pursuant to the provisions of the
1983 Act.
Death 31 Death of a patient: (i) Within 24 If in a hospice use
(i) in an establishment Establishment | hours Form NE1a;
(i) during treatment provided in or for the (i) beginning otherwise use
purposes of an establishment or for the Establishment | with the Form NE2a
purposes of an agency, or & Agency event in
(iif) as a consequence of treatment provided in | (iii) guestion
or for the purposes of an establishment or for Establishment | and, if given
the purpose of an agency. & Agency verbally,
must be
confirmed in
writing
within 72

hours of the
verbal
notification.




Death 31 Death associated with a termination of a Establishment | 14 days Form NE2a
pregnancy in the last 12 months. beginning on
the day on
If the registered person receives information which the
concerning the death of a patient who has information is
undergone termination of a pregnancy in an received
independent hospital during the period of 12
months ending on the date on which the
information is received; and has reason to
believe that the patient's death may be
associated with the termination, the registered
person must give notice in writing to HIW of
that information, within the period of 14 days
beginning on the day on which the information
is received.
Unauthorised | 30 Unauthorised absence of a patient who is Establishment | Without Form NE3a
absence liable to be detained by the registered person: delay
under the Mental Health Act 1983 (—the
1983 Act); or
pursuant to an order or direction made
under another enactment (which applies in
relation to Wales), where that detention
takes effect as if the order or direction were
made pursuant to the provisions of the
1983 Act.
Serious 31 Whilst HIW acknowledges that 'serious injury’ | Establishment | Within 24 Form NE4a
injuries isn't definitively defined it requests that you & Agency hours
notify it under Regulation 31 of: beginning
a) incidents which you would inform the with the event
Health & Safety Executive under RIDDOR in question
(http://www.hse.gov.uk/riddor/what-must-i- and, if given

report.htm); and
b) any incidents of self harm which result in

verbally, must
be confirmed




the patient attending a hospital or where
such attendance has been so advised as a
consequence of the patient's actions
regardless of whether or not the patient
attended.

in writing
within 72
hours of the
verbal
notification.

Outbreak of
an infectious
disease

31

The outbreak in an establishment of any
infectious disease, which in the opinion of any
medical practitioner employed in the
establishment is sufficiently serious to be so
notified.

Establishment

Within 24
hours
beginning
with the event
in question
and, if given
verbally, must
be confirmed
in writing
within 72
hours of the
verbal
notification.

Form NEba

Allegation of
misconduct

31

Any allegation of misconduct resulting in actual
or potential harm to a patient by the registered
person, any person employed in or for the
purposes of the establishment, or any medical
practitioner with practising privileges.

Establishment

Within 24
hours
beginning
with the event
in question
and, if given
verbally, must
be confirmed
in writing
within 72
hours of the
verbal
notification.

Form NE6a

Deprivation of

31

A request to a supervisory body defined

Establishment

Within 24

Form NE7a




Liberty

within the Mental Capacity Act 2005 made
by the registered provider or registered
manager for a standard authorisation under
the Deprivation of Liberty safeguards,
including the result of such a request.

Any application made to a court in relation
to depriving a patient of their liberty.

& Agency

hours
beginning
with the event
in question
and, if given
verbally, must
be confirmed
in writing
within 72
hours of the
verbal
notification.




