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CMU generic supply issue notifications

New generic supplier issues reported to CMU

=0 March 2019
« 224 supply issues
reported (EU exit)

February 2020
» 160 supply issues
reported
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December 2022
» Post covid peak 169
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Medicine shortage notifications over time

Shortage Notifications by date added to DaSH, monthly
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National Management of
Supply Issues

Cross functional collaborative
system
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Since we last spoke at PDIG......

Serious

Shortage

MSRG Protocols
Mandatory
reporting

Export / hoarding
restrictions

Enhanced
use of data

New
comms
routes

Medicines

Supply
Tool

Additional
resilience
for
framework
medicines
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Our roles
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Process for managing a supply issue

Issue notification Risk assessment Management options

4 N O N O N

« Working with manufacturer

- DASH * Nature of the problem S| ENEMENE SUPRliEe
: )  Wholesalers
« CMU supplier reports e Duration . Expediting reaulator
« MHRA  Indication (licensed and P grey y
: procedure

* NHS unlicensed) ) :
« Patients and patient groups « Usage P Sl Alos

« Escalate to MSRG
« DAs * Market share L -

: « Commissioning clinical
» Correspondence « Alternative products :
- . advice
* Clinical networks * Clinical need . lssuing NHS
* Representative bodies « Assign as Tier 1-4 g >
communications
» Briefing Ministers and

L L N /
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Regulatory control

Part 6 of the Health Service Products (Provision and Disclosure of Information) Regulations 2018

« On 1January 2019 new regulations, replacing voluntary guidance, came into force mandating Marketing
Authorisation Holders (MAHSs) to provide DHSC with medicine supply information within certain timeframes
under threat of financial penalty.

Two regulations in Part 6 are of particular relevance:
« Regulation 28: Provision of information about availability of health service medicines and regulation

* Regulation 29: Requirement to provide information about discontinuation or anticipated supply shortage of certain health
service medicines.

Guidance is available to provide information on reporting requirements for both shortages and discontinuations it can be
found here: www.gov.uk/government/publications/reporting-requirements-for-medicine-shortages-and-discontinuations

NHS
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DaSH portal

Aware of shortage date
Contacts

Affected product
Reason for shortage

Quantities

Stock exhaustion date

Estimated resupply date

Supplied under an NHS
framework?

Are there non-human uses?

Are there any linked
shortages?

Are there any alternative
products?

https://report-discontinuations-shortages.service.dhsc.gov.uk

DHSE Fields MAH Fields

MAH Fields

Awrare of shortage date

Stock exhaustion date

Are thene any inked
shortages?

Linked shortages
fre there any atternative
products?

Eidit MAH Walues

5 lul 202

Supply Man {cestest kSEDgrmail.com)
Paracetzmol S00mg tablets (30 TABLET)
rManufctuining

Packs available for supply: 344
Monthly sales of Packs: 123
Estimaled market share: Dot know

1 Jul 2064
Artion taken: ss

21 Jul 201
Resupply cofrfments:

» Seotland

Mo

=]

=

ANTEU (Visudyne 15mg powder for solution for infusion vials) {1 VIAL)

Mo

Create discontinuation from shorzge SRS R
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Medicines shortages tier system &
management options

Tier Definition

Likely to carry low risk. Management options should result
1: Low Impact in patients being maintained on the same licensed
medicine.

o o=

Manufacturer Wholesalers MHRA

Require more intense management options which may
carry a greater risk, but considered safe to be implemented

locally without further escalation. @ @ @ @

Considered more critical than tier two issues, with potential

B S [[e] M1V SET I patient safety implications that may require clinical advice to Spec"g'St Pharmacy  Serious Shortage Export / hoarding Regional Pharmacy
the system. ervices Protocols restrictions Procurement
Specialists

Cannot be resolved as a level three shortage, and which

requires additional support from outside the health system. MSRG NHSE Medical
Directorate

4: Critical Impact

Escalation

10
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Medicines Shortages Response Group (MSRG)

Issue notification Management options
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National communication of medicine
supply issues

Tier

Definition Potential communication routes

Likely to carry low risk. Management options
should result in patients being maintained on the
same licensed medicine.

Medicines Supply Tool
CMU supplier issues spreadsheet

Medicines Supply Notification

Require more intense management options which |Serious Shortage Protocol
may carry a greater risk, but considered safe to be|Medicines Supply Tool
implemented locally without further escalation. CMU supplier issues spreadsheet

National Patient Safety Alert
Medicines Supply Notification
Considered more critical than tier two issues, with
3: High Impact potential patient safety implications that may
require clinical advice to the system.

Serious Shortage Protocol
Medicines Supply Tool
CMU supplier issues spreadsheet

Bespoke communications to specific healthcare
organisations / professionals, patient facing,
Cannot be resolved as a level three shortage, and | National Patient Safety Alert

4: Critical Impact which requires additional support from outside the

health system. Medicines Supply Notification

Medicines Supply Tool
CMU supplier issues spreadsheet
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Communications

Patient ; Depacknent
Safety Alert Social Care  ENgland
Shortage of GLP-1 receptor agonists
Date of issue: eference no: NatPSA/2023/008/DHSC
This alert is for action by: All involved in p g and disp: g GLP1-RA
This is a safety emicd und complex Nuional Patient Safety Alert. should be by an
lead (or boards) and by clinical leaders in diabetes, GP

and Justice Sector.

practices, phmnlcvumeotnnllm wo‘ahlmawha private healthcare providers, those working in the Health

Explanation of identified safety issue

There are very limited, intermittent supplies of all
glucagon-like peptide-1 receptor agonists (GLP-1
RAS) NOTE A‘

Supplies are not expected to stabilise to meet full
market demand until at least mid-2024.

The supply issues have been caused by an
in demand for these products for
licensed and off-label indications.

The off-label use of these agents for the
of obesity is strongly discouraged.
Existing stock must be conserved for use in
with diab These ges have
serious clinical implications in the management of
with type 2 The clinical
implications include erratic blood glucose control,
with the ial to i ted
complications, including the risk of future
events and diabatic ketoacidosis

Patients established on GLP-1 RA products may
not be able to access products which could result
in treatment failure and/or a loss of blood glucose
control. Some patients established on GLP-1 RA
lharapy for type 2 diabeles may need to be

to
insulin, Initiating insulin therapy requires trammg
and education alongside a potential need for
enhanced glucose monitoring to ensure patients
are aware of how to recognise and manage
hypoglycaemic events.

Saxenda (liraglutide), a GLP-1 RA licensed for
weight loss is unavailable until mid-2024.

Actions required A

Actions to be completed as soon as possible,
and not later than 18/10/2023

Actions for clinicians and prescribers of GLP-1 RAs until
supply issues have resolved.
A

2.

Only prescribe GLP-1 RAs for their licensed

indications.

Do not initiate new patients on GLP-1 RAs for the

duration of the shortage.

Proactively identify patients established on affected

GLP-1 RAs and consider prioritising for review

based on the criteria set out in the clinical guidance

and

. discuss stopping treatment with patients who

have not achieved treatment targets as per
NICE NG28 or NICE CG189

ii. do not switch between brands of GLP-1 RAs,

including between injectable and oral forms.

do not double up a lower dose preparation

where a higher dose preparation of GLP-1 RA is

not available.

iv. do not prescribe excessive quantities; limit
prescribing to minimise risk to the supply chain
whilst acknowledging the needs of the patient.

Use the principles of shared decision making where
an alternative agent needs to be considered, as per
NICE guidelines® and in conjunction with the
clinical guidance.**

Support patients to access structured education
and weight management programmes where
available.

For type 2 diabetics; If switching a patient on to
insulin, please ensure an insulin is chosen as per
information on the SPS page on prescribing
available insulins as not all suppliers are able to
manage an uplift in demand.*

For further detall, resources and supporting materials see: £1ic

Department
of Health & m
Social Care England
Medicine Supply Notification
MSNAgnoboo

Generic drug name (brand name®) strength formulation
Ter 2 - medium impact*

Date of issue: dd/mminnm

Link: Medicines Supply Tool

Summary (add/delete as appropriate)

« Name (brand name®) strength form is out of stock until date month year.
« Alernate strengths of name (strength) form remain available and will be able to support increased
demand

« Alemate brand(s)/another formulation remains available. Where these are not suitable, unlicensed
supphies may be sourced, lead times vary. (dalets i not appropriate)

Actions Required (adapt/delete as appropriate)

€ pabents ns Supphies o st undl the re-: ate. ans/pre )

. rmmmnmﬂmnussﬂmm\summw

work with local teams to

prescription to make up the required dose of drug Rame.

« consider prescribing mma:bkbwmwmgmsmmwm
patient s not intolerant to any of the ands dose and
volume required (see supporting information belowy;

« consider prescribing unlicensed products only where licensed alternatives are not appropriate.

Prescribers should work with local pharmacy teams to ensure orders are placed within appropriate

time frames as lead times may vary (see supporting information below): and

if the above options are not considered appropriate, advice should be sought from specialists on

management options.

If the patient is deemed ineligible or does not consent to receive an allernative product via the SSP,
clinicians can consider prescribing

o xxdng: or

* asuitable alternative medicine.

strengths and issue a

For any enquiries about this alert contact: DHSCmedic

dhsc gov uk 12

Failure to take the ¢

equired under this

aking regulatory action

Supporting information (add/delete as appropriate)
Clinical Information
« Include SPS MI advice if provided

&

Department
of Health &
Social Care

SERIOUS SHORTAGE PROTOCOL (SSP)

Reference Number: SSP057

This SSP applies to the

Name of medicine
(including strength and
formulation)

Estradot® (Estradiol (as hemihydrate)) 100 microgram
patch

and/or GP practice is notified when supplying a
patient in accordance with this SSP. Pharmacists in
Northern Ireland should note the specific guidance
included in the addendum to this SSP.

Legal category

POM

1. Details of medication to be supplied under this SSP

Name of medicine
(including formulation and
strength) to be supplied

Evorel® 100 microgram patch
OR

Estraderm MX® 100 microg patch

Quantity of this
formulation (if applicable)

Total quantity supplied under this protocol to be
equivalent to the number of days supplied on the original
prescription.

For every Estradot® 100 microgram patch, the following
quantity must be supplied in accordance with this
protocol:

1 x Evorel® 100 microgram patch

| @ Department of Health & Social Care
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oo ame, The Medicines Supply Tool

- P
@ Specialist Thefirststop About - © Mitchell, Kate v [\V/TEY ]
[ ) Pharmacy forprofessional
‘ Service medicines advice

Guidance Events Podcasts Planning Training Publications Tools Q Search

Monitoring Medicines Supply MCA Stability Fridge stability tool

Shortage Type

All Shortages ‘ Discontinued H Unavailable H Supply Returning H Resolved ‘

Filters
‘ Last updated v H Impact tier v H BNF chapter v~ ‘ <QFiItermedicines x)
)
Medicine < Impact tier ¢ Status ¢ Anticipated < Last - ]
re-supply updated
date v 83

https://www.sps.nhs.uk/home/tools/medicines-supply-tool/
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https://www.sps.nhs.uk/home/tools/medicines-supply-tool/

Enhanced use of data
[ . .. Inica
Soidmets

practice
(A 0UE

Local stock

holdings to Allocations to Uptake of

be used for trust or novel
shortage regions treatments
mitigation

DATA

Forecast vs
Demand
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Improving resilience- buffer stocks

CMU mandated 8 week buffer stock holding introduced late 2021

e.dc_1._v_veekl sales of 100 packs: 100 x 8 = 800 packs stock holding
additional to required volume to meet expected demand

Proportion of supplier issues attributed to poor perfoming suppliers

= 10 worst performing suppliers = All other suppliers

| % Department of Health & Social Care
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Improving resilience- buffer stocks

Feb 2023 voluntary pilot launched to monitor buffer stocks held and compliance to
CMU contractual ask

September 2023 pilot phase completed with clear correlation between reported out
of stocks and lack of buffer stocks in place

Compliance between 3% and 29%
Average of 10%

0%
15%
10%
0% l l l ll
1 1 2 2 3 3 4 5 & e 7 7
1 2 1 2 1 2 1 2 1 2 1 2
mReported % of Total Lines mReported % ofGenerics mReported % of Generics on Supplier Issues
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Future NHSE Resilience roadmap

« Direction of travel is to move away from reactive medicines shortage mitigation
and move to proactive management of supply chain

« Use the data available and build data modelling capability for medicines supply
chains

* Nurture a dynamic supply response ecosystem with integration of regulator and
supplier info

« Supply response ecosystem

| % Department of Health & Social Care



Case study — IV Fluids

Background
« Spirit medical were the sale distributor for Carelide UK a subsidiary of a large
French based Iv Fluids manufacturer.

* Notified in June 2023 key products had not been shipped to the UK with no
Immediate information on the cause or resolution date.

« Commercial acquisition of Carelide France led to contractual review of all
business units including sole distributor rights for the UK

» Potentially a proportion of English hospitals had no access to critical IV fluids
within 48 hours of notification

Engagement

« Clinical colleagues across secondary care

« Full market Usage information and hospital stock holding scrutinised

» All other suppliers stood up to give emergency support

« DHSC / UKHSA held stockpiles were assessed for emergency release

NHS
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IV fluids — Management plan
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Case Study - HRT

2 NHS!

Department
of Health &
Social Care

ANN 0 U \ C EMENT SERIOUS SIZB?:LAEE:SRSSLOCOL (SSP)

MADELAINE McTERNAN, HEAD

This SSP applies to the following medicine:

p

OF THE VACCINE TASKFORCE’ ‘) s N J A '» 15 .’ ’ ‘ ::3:;:‘::3::;?“ and E::;dol‘g (Estradiol (as hemihydrate)) 100 microgram

HAS BEEN APPOINTED TO TACKLE | SN ) YR S ‘ formulation)
SHORTAGES OF HRT PRODUCTS > '

Legal category POM

1. Details of medication to be supplied under this SSP

[Nama of madicina [ Funral® 100 micranram patch

) microgram patch

IN TODAY'S NEWS e ot i o
SHORTAGE OF oo
HRT ACROSS UK -

_Estraddt

100 micrograms/23 hours
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HRT — Management
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National Management of
Supply Issues

Take-home messages

NHS:

» Use the Medicines Supply Tool.

« Know your local processes and
escalation routes.

Industry:

» Early naotification is essential and if
unsure whether to report get in touch

» If you are seeing unusual demand
patterns, get in touch

» Ensure contracted volumes are in
place.

DHSCmedicinesupplyteam@dhsc.gov.uk
England.cmupharmacyteam@nhs.net

DHSC

Medicines
Supply Team

Devolved
Nations

Regional
Procurement
Leads

Specialist

Pharmacy
Services

Pharma
industry
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