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INTRODUCTION

This is a claim for judicial review by the Good Law Project Ltd (the “Claimant”)
challenging the making of Regulation 9 of the Human Medicines (Amendment)
Regulations 2019 (the “2019 Regs™). This change has resulted in wholesale

transformation to the framework by which patients will receive prescription-only



medicines. In particular, through the publication of a Serious Shortage Protocol - to
be made at a later date as and when a shortage of medicines arises — pharmacists will
be permitted to dispense medication in accordance with the Serious Shortage
Protocol instead of in accotdance with the ptrescription issued by “approptiate

practitioners” (e.g. doctots and dentists).

2. The United Kingdom has never before had a Serious Shortage Protocol. In fact, it is
cutrently a criminal offence for any person, including a pharmacist, to sell a patient
medicine otherwise than as specified in a ptesctiption issued by an “approptiate
practitioner” (section 64 of the Medicines Act 1968) or (subject to exemptions) to sell
ot supply a prescription only medicine except in accordance with a ptesctiption given
by an “appropriate practitioner” (Regulations 214 and 255 of the 2019 Regs). These
offences reflect the fact that prescription medicines can be dangerous and that safe
presctiption requites a personalised approach that is based on the patient, and their
particular history and condition. That takes place in consultation with the patient.
Accotdingly, “Currently, if a pharmacy cannot dispense what is on a prescription, i will either
send the patient back to the prescriber or if there is an nigent need contact the prescriber, discuss an
alternative and then get the prescription changed by the prescriber”.! One avowed putrpose of
Regulation 9 of the 2019 Regs is that “pharmacists and GPs. .. will save time and resotirce by
not having to liaise with each other for each individual patient that has been prescribed a medicine
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Jor which a protocol is avarlable”’ .

3. The Claimant’s case is that the Defendant does not have the power to make
Regulation 9 of the 2019 Regs and that, even if he did, the process by which he made

it was so rushed and inadequate so as to render it unlawful.

4. Regulation 9 of the 2019 Regs has expressly been made independently of, but
prompted by, the possibility of the United Kingdom leaving the European Union
(“Brexit”) without a deal (“no-deal Brexit”). This cannot, however, pardon what

would otherwise be a cleatly unlawful enactment, bearing in mind that: the date for

1 See §4 of the DHSC’s Consultation Response, dated 14 Januaty 2019 [PB/2.111).

2 See the DHSC’s Consultation email, dated 5 December 2018. [PB/2.85].



Brexit (29 March 2019) was fixed on, and has been public knowledge since, 29 March
2017; and, that Regulation 9, and the Setious Shottage Protocols it provides fot, could
have very serious adverse consequences for the health, welfate and even lives of

certain vulnerable patients.

The Claimant accordingly seeks judicial review of Regulation 9 of the 2019 Regs on

the following grounds:
a.  Ground 1: Regulation 9 of the 2019 Regs is w/ira vires;

b.  Ground 2: The Defendant failed to comply with s149 of the Equality Act
2010 when making Regulation 9 of the 2019 Regs and his own s149 policy;

c.  Ground 3: The Defendant failed to take into account and act consistently
with the NHS Constitution when making Regulation 9 of the 2019 Regs;

and,

d.  Ground 4: The infortnal consultation cattied out priot to making

Regulation 9 of the 2019 Regs was unlawful.

As things cutrently stand, Brexit will take place on 29 March 2019. It is important
that this claim be heard and decided before that date. This is to avoid the possibility
of an unlawful Setrious Shortage Protocol being issued and acted upon, in the cvent
of a2 no-deal Brexit. The potentially very serious adverse consequences of Regulation
9 of the 2019 Regs, including the potentially fatal consequences, call for this
exceptional approach. As the 2019 Regs came into force on 9 February 2019, it was

not possible to bring this claim before now.

This Statement of Facts and Grounds is set out as follows:
a.  Procedure and expedition;
b.  Factual Background;
c.  Legislative Background;

d.  Grounds;



e.  Costs Capping Ordet; and,

f. Conclusions and Relief.

PROCEDURE AND EXPEDITION

8.  The Claimant and various patient-interest groups are concerned that the issuing of a
Serious Shortage Protocol, with the legal effect set out in Regulation 9 of the 2019
Regs, could have sevete consequences for certain patients, including potential loss of
life’. The risk of a Serious Shottage Protocol being made is very significant in the
event of a no-deal Brexit: Witness Statement of Tamara Katherine Hervey, dated 25
February 2019, §§4-9 [PB/2.157]. Otherwise, the risk is greatly reduced, but stll
exists. Consequently, as things stand, the Court is requested to expedite this claim so
that it can be heard before exit day, which is'on 29 March 2019: ss 1 and 20(1) of the
Eutopean Union (Withdrawal) Act 2018.

9.  ‘The Claimant seeks an Order from the Coutt with the following directions:

a.  The Defendant shall file and setve an Acknowledgment of Service and

Summary Grounds of Defence by 4pm on the 4 March 2019;

b.  Any legal submissions in tesponse from the Claimant shall be limited to

two sides of A4 paper and shall be filed and served by 4pm on the 5 Match
2019;

c.  The Court shall endeavour to decide whether permission to apply for
judicial review should be granted, and whether there should be a Costs
Capping Otdet, by 4pm on the 6 Matrch 2019;

d.  If permission to apply for judicial review and a Costs Capping Otrder are
granted, then, subject to any further order the Coutt sees fit to make at

that stage:

3 Witness Statement of Jane Hanna, dated 25 February 2019, §§13-18 [PB/2.51], Witness Statement of Deborah
Gold, dated 25 February 2019, §§6-14 [PB/2.151] and Witness Statement of Professor Chloe Orkin, dated

25 February 2019, §§5-14 [PB/2.170]
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1. The Claimant shall file and serve a skeleton argument and any

further evidence by 4pm on the 13 March 2019;

ii. The Defendant shall file and serve a skeleton argument and any
evidence by 4pm on the 19 March 2019;

ili. Any response from the Claimant shall be as concise as possible

and shall be filed and served as speedily as possible;

tv. The Claimant and Defendant shall agree on a core and
supplementary bundle of documents, and on a bundle of
authorities, to be filed at Coutt as soon as possible and no later

than 4 pm on the 22 March 2019;

v. Thete shall be a final hearing of the application for a judicial
review listed for 2 days in the week starting the 25 March 2019.

e.  If permission to apply for judicial review is refused on the papers or the
Court wishes to have an oral permission hearing, that hearing to be listed

for half a day by no later than the 13 March 2019.

FACTUAL BACKGROUND

10.

11.

(a) Good Law Project Ltd
Information about Good Law Project Ltd (the “Claimant™) can be found in detail in
the Witness Statement of Jolyon Maugham QC, dated 25 February 2019, §§2-7.

By way of summaty, the Claimant is a not-for-profit organisation set up to help
deliver practically beneficial outcomes through public-interest liigation. In particular,
it looks for cases that provide checks and balances to executive power and which
secure the rule of law. It has previously been successful in the case of R (Good Law
Project) v Electoral Commission [2018] EWHC 2414 (Admin). It receives subscriptions

from members and one-off donations for specific cases by way of crowdfunding.



12.

13.

14.

15.

(b) Impact of no-deal Brexit on medicines supply chains

Medicines supply in the United Kingdom is deeply integrated with the rest of the EU,
supported by laws and multi-level regulatory arrangetmnents. In the event of a no-deal
Brexit, the absence of a legal framewotk for imports and exports is expected to have
an immediate and drastic effect on supply chains. Shortages are likely as stockpiling
arrangements cannot cope for mote than a few weeks: Witness Statement of Tamara

Katherine Hervey, dated 25 Febtuary 2019, §§4-9 [PB/2.157].

Currently, the United Kingdom is set to withdraw its membetship of the European

Union on 29 Match 2019.

(c) Consultation on 2019 Regulations

It was in the above context that the Defendant proposed to amend the Human
Medicines Regulations 2012 so as to allow for the issuing of Serious Shortage

Protocols.

The informal consultation commenced by way of an email to certain, targeted

otganisations: [PB/2.85]. It stated as follows:

“Informal consultation on urgent changes to the Human Medicines
Regulation 2012 to ensute the continuity of supply of medicines
(including in a ‘no deal’ Brexit)

Prompted by the preparations for the UK’s exit from the EU, the Depattment
of Health and Social Cate is proposing some changes the Human Medicines
Regulations 2012 to ensute the continuity of supply of medicines when the UK
leaves the EU, including in a ‘no deal’ scenario. We have spoken to a numbet
of representative bodies about the changes and would be happy to speak to
others as well.

Normally, we would consult publicly for 12 weeks before making any changes
to the Human Medicines Regulations 2012. Howevet, you will understand that
any legislative changes in relation to the UK’s exit from the EU need to be
progressed quickly so that they are in force before the day that the UK leaves
the EU. Therefore, we ate seeking views of the relevant stakeholder
representative bodies on the proposed changes by close on 12 December
20187



16.

17.

18.

19.

20.

It went on to ask for views on the following question: “Question 1: Do you agree with the
introduction of the provision for a ‘serious shortage protocol’ to deal with serious national shortages

of medicines?”
Under a sub-heading, titled “Impact assessment”, it was stated that:

“We expect that a ‘setious shottage protocol’ would have an impact on
pharmacists and GP and on patients:

* There will be a positive itnpact on phatrmacists and GPs who will save
time and resource by not having to liaise with each other for each individual
patient that has been prescribed a medicine for which a protocol is available.
* There will be a positive impact on patients who continue to have (quick)
access to treatment.

We have not yet quantified the impact.”
Under a further sub-heading, titled “Equality impact assessment”, it was stated that, “We
excpect that both proposals will belp secure the continuity of supply of medicines and allow patients,

including those with protected characteristics, continued access to medicines.”

The email was sent on Wednesday 5 Decembet 2018. The email concluded that
responses had to be submitted “by close on 12 December 2078

Outside of specially selected stakeholders, it is understood that there was no
publication of the consultation nor communication explaining the proposal for
Serious Shortage Protocols to many senior clinical and patient leaders: Witness
Statement of Jane Hanna OBE, dated 25 February 2019, §3 [PB/2.46]. By way of
example, SUDEP Action* first heard of the proposed Setious Shortage Protocols in
a newsletter from the Neurological Alliance. National AIDS Trust did not hear about
Regulation 9 and the proposal for Serious Shortage Protocols until the solicitors in
this claim drew it to their attention on 18 February 2019. This is notwithstanding that
Nationals AIDS Trust is formally registered as a stakeholder for Specialised
Commissioning within NHS England: Witness Statement of Deborah Gold, dated
25 February 2019, §§15-18 [PB/2.153]. British HIV Association fitst heard about
Serious Shortage Protocols on 18 February 2019, when contacted by National ATDS
Trust: Witness Statement of Chloe Orkin, dated 25 February 2019, §15 [PB/2.174].

4+ SUDEP stands for Sudden Unexpected Death in Epilepsy

7
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21.

22.

23.

24.

Similarly, Action against Medical Accidents first became awate when contacted by
Jane Hanna OBE of SUDEP on 15 February 2019: Witness Statement of Peter
Walsh, dated 21 February 2019, §8 [PB/2.147]. The Defendant did consult with
National Voices (see further below) an “umbrella group” for a latge number of
patient representative groups but (see further below) National Voices complained

that it was unable in the limited time available to consult with its members.

The sott of wide-ranging change envisaged in this consultation has tended to be
consulted on publicly in the past: Witness Statement of Jane Hanna OBE, dated 25
February 2019, §25 [PB/2.56].

(d) Outcome of consultation
The Consultation Response was published on 14 January 2019 [PB/2.110]. In

describing the proposals, the Consultation Response stated that:

“The proposal for the serious shortage provisions was prompted by the
preparations fot a ‘no deal exit’ from the EU. The ptovisions have however not
been linked to a ‘no deal’ EU exit and have not been time limited (although any
protocol itself would be time limited). Regardless of whether a shortage of a
medicine is caused by a ‘no deal’ EU exit or something else, a serious shottage
protocol can be 2 useful tool for managing any shottage and mitigating any
impact on patients.”

It stated that 47 tesponses had been received “‘from across the NHS, industry, pharmacists’,
doctors’ and patient representative bodees™ p2. It further stated that “In addition to and separate
from the consultation we received correspondence from some patient gronps on the serious shortage

protocol.”

It stated that:

“11. Consultation responses wete broadly supportive of the proposal
Howevet, patient groups and doctors’ representative bodies raised concern
about automatic therapeutic or genetic substitution of medicines for high-risk
patients, for example patients with epilepsy or transplant patients, without
consulting the prescribet. Separate from the consultation, cotrespondence was
received from further patient reptesentative groups raising identical concetns.

12. Similat concerns were raised mote generally about therapeutic or genetic
substitution whete the MHRA requires presctibing by brand, including anti-
epilepsy medicines or biological products.
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25.

26.

27.

28.

14. Some tespondents exptressed concern about the short period of time that
was given to respond to the consultation.”

It noted the concerns about the inadequacies of the consultation and stated that:

“18. To address concerns about the lack of public consultation and the
ptovisions not being time-limited we have amended the regulation post-
consultation to include a review clause. The Department will be required by law
to review the setious shottage protocol provision as soon as is reasonably
practical after the end of one year after the first protocol starts to have effect.
The review will look at, specifically, any adverse consequences for either the
matket in prescription only medicines or patient safety.”

Finally, the Consultation Response recognised the following:

“23...Protocols for therapeutic or genetic equivalents will not be suitable for
all medicines and patients. For example, they will not be suitable for treatments
for epilepsy ot treatments requiting biological products where the medicines
that ate prescribed need to be prescribed by brand for clinical reasons. In these
cases, patients would always be refetred to the presctiber for any decision about
their treatment before any therapeutic or generic equivalent is supplied.”

(e) Risks inherent in Regulation 9 and Serious Shortage Proposals

The tisks inherent in Regulation 9 of the 2019 Regs stem from a fundamental change
in the relationship between the clinical prescriber, patient and pharmacist: Witness

Statement of Jane Hanna OBE, dated 25 February 2019, §25 [PB/2.56].

With respect to epilepsy, petson-centred prescribing and medicines management is
the most effective first-line of intervention to keep patients safe. In this context,
bypassing the prescriber-patient relationship and altering treatment can risk
breakthrough seizutes and the worsening of anxiety and depression, which
themselves increase the risk of fatality: Witness Statement of Jane Hanna OBE, dated
25 February 2019, §13 [PB/2.51]. This relates not just to the switching of
medication, but also to reducing the dose, strength or form of epilepsy medication:
Witness Statement of Jane Hanna OBE, dated 25 Febtuary 2019, §16 [PB/2.52].
Crucially, people with epilepsy will frequently have co-morbidities, such as
depression, anxiety, dementia, heart-disease, peptic ulcers and arthritis. Changes to

medicines prescribed for those other conditions could also have catastrophic impacts
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29.

30.

31.

on epilepsy sufferers: Witness Statement of Jane Hanna OBE, dated 25 Febtuary

2019, §17 and §33() [PB/2.63].

With respect to HIV, there are various significant health risks and concetns in
reducing the dose ot strength of HIV medication: Witness Statement of Chloe Otkin,
dated 25 February 2019, §§5-6 and §§8-11 [PB/2.170]; Witness Statement of
Deborah Gold, dated 25 February 2019, §§7-10 [PB/2.151]. Co-morbidity is also a
concern for HIV sufferers; 72% of people with HIV have at least one other long-
term condition and 37% are taking at least one ozher presctibed medication: Witness
Statement of Chloe Otkin, dated 25 Febtuary 2019, §7 [PB/2.171]; Witness
Statement of Deborah Gold, dated 25 February 2019, §11 [PB/2.151]. Altering this
other prescribed medication could teduce the effectiveness of the HIV medication
itself. The only person safely able to alter an individual’s HIV presctiption is an HIV
Consultant: Witness Statement of Chloe Orkin, dated 25 February 2019, §14
[PB/2.173]; Witness Statement of Deborah Gold, dated 25 Februaty 2019, §12
[PB/2.151].

These are just two groups that will be disproportionately impacted by Regulation 9
of the 2019 Regs. There ate likely to be other such groups who will be similatly
affected but who were, or still ate, unawate of the changes made. This was a point

made by the patient-interest group National Voices in their consultation response.

Thete are also concerns that particulatly vulnerable groups will be affected to a
greater degree when, at shott notice, pharmacists offer them different medicine to
that prescribed by theit GP; they may feel less able to state their needs, medical
history and co-motbidities: Witness Statement of Jane Hanna OBE, dated 25
February 2019, §18 [PB/2.53]. For example, HIV sufferers, histotically stigmatised
fot their condition and having developed close relationships with their clinicians, may
find it distressing to disclose theit conditions to a phatmacist. This will
dispropottionately impact gay men and those of Aftican origin: Witness Statemnent
of Chloe Orkin, dated 25 February 2019, §§12-13 [PB/2.173]; Witness Statement of
Debotah Gold, dated 25 Februaty 2019, §14 [PB/2.152]. Futther, risks are likely to

be higher for patients with cognitive problems, mental health issues or learning

10
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disabiliies, who may be too confused or lack the confidence to challenge changes to
their treatment by pharmacists: Witness Statement of Peter Walsh, dated 21 Febtuary
2019, §6 [PB/2.147].

LEGISLATIVE BACKGROUND

32. The Human Medicines (Amendment) Regulations 2019 came into force on 9
February 2019: Regulation 1 of the 2019 Regs.

33. The preamble [PB/4.26] states that:

“The Sectetary of State and the Department of Health in Notthern Ireland
make the following Regulations. They do so in exercise of the powers conferred
by section 2(2) and (5) of the European Communities Act 1972, having been
designated for the purposes of section 2(2) of that Act in relation to medicinal
products.”

34. Regulation 9 of the 2019 Regs [PB/4.28] provides as follows:

“9. Insertion of regulation 226A (sale etc by a pharmacist in accordance
with a serious shortage

protocol)

After regulation 226 (emergency sale etc by pharmacists: pandemic disease),
Insert—

226A.— Sale etc by a pharmacist in accordance with a serious
shortage protocol

(1) Regulation 214(1) does not apply to the sale ot supply of a prescription
only medicine by a petson lawfully conducting a retail phartmacy business
if conditions A, B and C are met.

(2) Condition A is that the prescription only medicine is sold ot supplied
for the purpose of being administered to a person in accordance with a
serious shortage protocol (SSP).

(3) Conditon B is that the requirements of the SSP are satisfied in respect
of to whom, and subject to what conditions, the presctiption only
medicine may be sold ot supplied for the purpose of being administered.

(4) Condition C is that the sale ot supply of the presctiption only medicine
is by or under the supetvision of a pharmacist who is of the opinion, in
the exercise of his or her professional skill and judgement, that—

11
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(a) in a case to which paragraph (5)(b)(i) applies, the sale or supply
of a different strength, quantty or pharmaceutical form of the
prescription only medicine to the strength, quantity ot
pharmaceutical form of the prescription only medicine otdered by
the presctiber is reasonable and approptiate; ot

(b) in a case to which patagraph (5)(b)(i) applies, the sale or supply
of—
(i) a presctiption only medicine other than the presctiption
only medicine
ordered by the presctiber is reasonable, and
(i) the substituted prescription only medicine, in accotdance
with the
directions for use that he or she specifies, is appropriate.

(5) For the putposes of this regulation, a SSP is 2 wtitten protocol that—
(a) is issued by the Ministets (either of them acting alone or both of
them acting jointly) in citcumstances where the United Kingdom ot
any patt of the United Kingdom is, in the opinion of the Ministers
(either of them forming the opinion alone or both of them forming
the opinion jointly), experiencing or may experience a setious
shortage of 2 ptescription only medicine or prescription only
medicines of a specified description;

(b) provides for the sale ot supply by or under the supervision of a
pharmacist and subject to such conditions as may be specified in the
SSP—
(i) of a different strength, quantity or pharmaceutical form of
the prescription
only medicine to the strength, quantity or phatmaceutical form
ordered by the prescriber, or
(ii) of a presctiption only medicine other than the presctiption
only medicine ordered by the prescriber;
(c) provides, in a case to which sub-paragraph (b)(ii) applies, that the
other prescription only medicine is to be—
(i) a genetic version of the prescription only medicine being
substituted, or that both products ate generic versions of
another presctiption only medicine,
(i) in the case of a biological medicinal product, a similar
medicinal product to the prescription only medicine being
substituted, or that both products are similar medicinal
products to another biological medicinal product, ot
(iii) a presctiption only medicine that has a similar therapeutic
effect to the prescription only medicine being substituted; and

(d) specifies the period for which, and the parts of the United
Kingdom (which may be all of the United Kingdom) in which, the
protocol is to have effect.

12
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(6) As soon as is teasonably practical after the end of one year beginning
on the day on which the first protocol issued under this regulation has
effect, the Ministers must—
(2) review the opetation of this regulation with a view to evaluating
whether there have been any adverse consequences for the market
in prescription only medicines or for patient safety as a consequence
of the opetation of this regulation;
(b) set out the conclusions of the review in a report; and

332

(c) publish the report.’.

35. Regulation 9 of the 2019 Regs refets to, and provides an exemption in respect of,
Regulation 214 of the Human Medicines Regulations 2012 (the “2012 Regs”)
[PB/4.19]. This states that:

“214.— Sale ot supply of prescription only medicines

(1) A petson may not sell ot supply a prescription only medicine except
in accordance with a presctiption given by an approptiate practitionet.

(2) A petrson may not parenterally administer (otherwise than to himself
ot hetself) a prescription only medicine unless the petson is—
(a) an appropriate practitioner other than an EEA health
professional; or
(b) acting in accordance with the directions of such an appropriate
practitionet.

(3) The following are appropriate practitioners in relation to any
prescription only medicine—

(a) a doctor;

(b) a dentist;

(c) a supplementary prescriber;

(d) a nutrse independent presctiber; and

(e) a pharmacist independent prescriber.

36. Section 64 of the Medicines Act 1968 [PB/4.11] provides that:

13
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37.

38.

“G64.— Protection of purchasers of medicinal products.
(1) No person shall, to the ptejudice of the purchaset, sell any medicinal product
which is not of the natute ot quality demanded by the purchaser.

(2) For the purposes of this section the sale of 2 medicinal product shall not be
taken to be otherwise than to the ptrejudice of the purchaser by reason only that
the purchaser buys the product for the purpose of analysis or examination.

(3) Subsection (1) of this section shall not be taken to be contravened by reason
only that a medicinal product contains some extraneous matter, if it is proved
that the presence of that matter was an inevitable consequence of the process
of manufacture of the product.

(4) Subsection (1) of this section shall not be taken to be contravened by reason
only that a substance has been added to, or abstracted from, the medicinal
product, if it is proved that—
(2) the addition or abstraction was not cartied out fraudulently, and did
not injuriously affect the composition of the product, and
(b) the product was sold having attached to it, or to a container or package
in which it was sold, a conspicuous notice of adequate size and legibly
printed, specifying the substance added or abstracted.

(5) Where a medicinal product is sold ot supplied in pursuance of a prescription
given by an appropriate practitionet, the preceding provisions of this section
shall have effect as if—
(a) in those provisions any reference to sale included a reference to supply
and (except as provided by the following paragraph) any reference to the
putchaser included a reference to the person (if any) for whom the
product was presctibed by the practitionet, and
(b) in subsection (1) of this section, for the words ‘demanded by the
purchaser’, there wetre substituted the words ‘specified in the

)

prescription’.

Section 67(2) of the Medicines Act 1968 [PB/4.13] makes it a ctiminal offence to
contravene sG64 of the Medicines Act 1968. Regulation 255 of the 2012 Regs
[PB/4.24] makes it a criminal offence to breach Regulation 214(1) of the 2012 Regs.

The Explanatory Memotandum to the 2019 Regs [PB /5.0] states as follows:

“7.11 Protocols for therapeutic ot genetic equivalents will not be suitable for
all medicines and patients. For example, those types of protocols would not be
suitable for treatments for epilepsy or treatments requiting biological products
where the medicines that are prescribed need to be prescribed by brand for
clinical reasons. In these cases, patients would always be referred back to the

14
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prescriber for any decision about their treatment before any therapeutic or
generic alternative is supplied.

8.1 This instrument does not relate to withdrawal from the European Union.
However, if withdrawal from the European Union were a contributing factor
to a serious shortage of prescription only medicines, a serious shortage protocol
could be used in those citcumstances.

10.4 DHSC separately consulted industry, pharmacy and general practitioner
stakeholder representative bodies on the provision for the serious shortage
protocol. Consultation responses wete broadly supportive of the proposal
Concerns wete raised about substitution of medicines for high-tisk patients.
However, any protocol would be developed with and signed off centtally by
clinicians. Protocols for therapeutic or generic equivalents will not be suitable
for all medicines and patients. For example, they will not be suitable for
treatments for epilepsy or treatments requiring biological products whete the
medicines that are prescribed need to be prescribed by brand for clinical
reasons. In these cases, patients would always be referred back to the prescriber
for any decision about their treatment before any therapeutic or generic
equivalent is supplied.

124 An Impact Assessment has not been prepared for this policy. The
amendments to the 2012 Regulatons providing for a serious shortage protocol
are enabling and intended to be used when there is a recognised setious
shortage. They do not create or impose significant costs on business, charities
or voluntary bodies. There is also no significant impact on the public sectot.

12.5 The main benefits of the ptotocol would be the NHS cost savings
associated with GP time. Thetre may be some risks to patients, and therefore
costs associated with this but clinicians setting out the guidance will consider
and minimise these risks when setting out the guidance.

12.6 Whilst costs savings from GPs ate expected, the impact on community
pharmacies is expected to be neutral. Thete will be cost savings from not having
to liaise with GPs but community pharmacies will need to inform the GP when
they dispense against a protocol and they tnay also be required to do some
further checks that they would not do when dispensing against a prescription.”

GROUNDS

n

J

9.

Ground 1- Regulation 9 of 2019 Regs is u/tra vires

The Defendant does not have the power to make Regulation 9 of the 2019 Regs. It

is, therefore, wltra vires.
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40.

41.

42.

43,

Undil the contrary is shown, the Court must proceed on the basis that the preamble
to a statutory instrument sets out all the statutory enabling powers that ate necessary
for its validity: Polestar Jowettr Lid v Komori UK Ltd [2006] 1 WLR 2472 (CA), §22
(Arden L]). The preamble to the 2019 Regs relies solely on section 2(2) and (5) of the
Eutopean Communities Act 1972. This appears to be cotrect for much of the 2019
Regs, which transpose the Falsified Medicines Directive (Ditective 2011 /62/EU) and
give effect to Delegated Regulation (EU) 2016/161, which supplements the Falsified
Medicines Directive.’ Regulation 9 of the 2019 Regs does not, however, implement
obligations or rights found in these instruments, nor any other instrument of EU law,
not does it deal with matters arising out of or related to relevant EU obligations or
tights; it comprises a national measure. Accordingly, contrary to the preamble to the
2019 Regs, the European Communities Act 1972 did not authotise the Defendant to
make Regulation 9 of the 2019 Regs.

Not can any such authotity be found elsewhere. For example, whilst section 58(4) of
the Medicines Act 1968 empowets the Defendant to make exemptions to Regulation
214 of the 2012 Regs, that only allows the Defendant to make provision fot

pharmacists to sell what would otherwise be prescription-only medicine.

That there is no power to allow pharmacists to alfer the contents of a prescription,
howevet, is made clear from s64 of the Medicines Act 1968. Section 64(1) of the
Medicines Act 1968, together with s64(5), prohibits any person from selling ot
supplying medicinal products which are not of the natute ot quality specified in the
prescription. There is no power for the Defendant to make exemptions to this

provision. Acting contrary to s64 is a criminal offence: s67(2) of the Medicines Act

1968.

The Claimant’s subsidiary point is that sS8A(1) and (2) of the Medicines Act 1963
requires the Defendant to specify that certain medicines must be presctiption only.
For example, medicines that present a danger to human health, even when used

cotrectly, if used without the supetvision of a doctor or dentist; and medicines that

3 See §2.1 of the Explanatory Memorandum to the 2019 Regs.
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44,

45.

46.

are frequently and to a very wide extent used incotrectly and as a result ate likely to
present a danget to human health. It is incompatible with s58A to exempt medicines
falling within s58A(2) from the scope of Regulation 214 of the 2012 Regs when, by
definition, these medicines tequire the close involvement of the patient’s doctor ot

dentist.

In the premises, the Defendant had no power to enact Regulation 9 of the 2019 Regs,
authorising pharmacists, as it does, to sell medicine to patients which is not of the
nature ot quality specified in the patients’ presctiption: the patient’s “appropiiate
practitioner” must sanction any change. In addition, as a subsidiaty point, the
Defendant may not lawfully exempt from the scope of Regulation 214 medicine that
is required to be prescription-only because it falls within one of the patticulatly

dangerous categories of medicines in s58A(2).

Ground 2 — Failure to comply with Public Sector Equality Duty (s149 Equality
Act 2010) and the Defendant’s own PSED policy

The Defendant failed to comply with the public sector equality duty (“PSED”) in
5149 of the Equality Act 2010 by not conducting an equality impact assessment of
his proposal to enact Regulation 9 of the 2019 Regs.

The Defendant provides a succinct summatry of the PSED in “Equality duty in 2017:
How the Department of Health and Social Cate complies with the public sector
equality duty” [PB/5.31]. As will appear, the Defendant acted in breach of every
aspect of this duty and his own policy, as summatised by himself, below:

“When working on policy, our officials are expected to look at the impact each
option might have on people shating the 9 protected characteristics. They also
consider the need to avoid or mitigate against any negative impact on any group.

Ministers are advised of the impact the proposed options may have on various
groups of people, and this is taken into account when a policy decision is made.
The standard ministerial submissions template that Department officials use
specifically asks for equality considerations to be set out for decision-makets.

We seek input from external stakeholders to gain a broader insight into our
decisions, and share information about projects with majot equality
considerations with the Health and Wellbeing Alliance.”

17

1.28



47.

48.

49.

50.

Section 149 of the Equality Act 2010 [PB/4.3] provides that:

“(1) A public authotity must, in the exetcise of its functions, have due regard to

the need to -
(2) eliminate disctimination, harassment, victimisation and any other

conduct that is ptohibited by or under this Act;

(b) advance equality of opportunity between petsons who share a relevant
protected charactetistic and persons who do not shate if;

() foster good relations between persons who share a relevant protected
chatacteristic and petsons who do not share it.”

“ Adpancing equalkity’ means having due regatd, in particular, to the need:
g e g £ p

a. To remove or minimise disadvantages suffered by persons who shate a
relevant protected chatacteristic that are connected to that chatactetistic

(s 149(3)(a));

b.  To take steps to meet the needs of persons who share a relevant protected
characteristic that are different from the needs of persons who do not

shate it (s 149(3)(b));

c. To encoutrage petsons who share a relevant protected chatactetistic to
patticipate in public life ot in any other activity in which participation by
such persons is disproportionately low (s 149(3)(c)).”

As to “steps” that might be needed to meet the different needs of disabled people in

particular (i.e. section 149(3)(b) above), section 149(4) states that:

“The steps involved in meeting the needs of disabled persons that are different
from the needs of persons who ate not disabled include, in patticulay, steps to
take account of disabled persons' disabilities.”

The principles generally applicable here ate set outin R (Bracking) v Secretary of State for
Work and Pensions [2013) EWCA Civ 1345 (“Bracking” [PB/6.48]), §25 (McCombe
LJ); approved in Hotak v Southwark BC [2016] AC 811 (SC), §§73-75 (Lord Neuberger)
and R (M.A) v Secretary of State for Work and Pensions [2016) UKSC 58, [2016] 1 WLR
4550, §24 (Lord Toulson). The PSED imposes a personal duty on the Defendant
himself (Bracking, §26(3)). The Defendant, in exetcising his power to make the 2019

Regs, was bound:

2. To inquire propetly into and petsonally appreciate the full impact of the

policy, which can include a duty to gather the relevant information:
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51.

52.

53.

Bracking, §25(8)(i1), §§62-63 (McCombe LJ), §70 (Kitchin L]) and §§75-76
(Ehas L]);

b.  Personally, to assess the tisk and extent of any adverse impact on those
affected by the policy, and the ways in which such risk might be eliminated
ot mitigated before adopting the policy “and not merely as a reat-guard
action™: Bracking, §26(4) McCombe LJ);

c.  Toappreciate propetly and address the full scope and import of the PSED
“tn substance, with rigour, and with an open mind’: Bracking, §26(5)(iti)

(McCombe LJ); and,

d.  To catry out a structured analysis of the details of the equality issues such
as the need to advance equality of opportunity and the specific matters

set out in s 149(3)(a)-(c): Bravking, §61 McCombe LJ).

The Coutt of Appeal in Bracking held that the PSED imposes a “beavy burden” on the
Defendant to discharge these equality duties and to ensure that the necessaty
evidence is available; these issues must be at the cn#e of formulation of policy:
Bracking, §59 (McCombe LJ). It was incumbent on officials reporting to Ministers to
“not merely rell the Minister...what he/ she wants to hear but.. .to be “rigorous in both enquiring

and reporting fo thent”.

In Bracking, the SSWP was found to have failed to discharge the PSED in deciding to
abolish the Independent Living Fund for disabled people. This was because the
matetial before the Minister did not disclose that she had had a focussed regard on
the potentially very grave impact upon individuals affected by closure: McCombe L]
at §62. She did not have sufficient information to undetstand and assess the practical
cffect of the proposals on the particular needs of those affected and their ability to
live independently: Kitchin L] at §70.

As Bracking itself recognises, what the PSED requires is inevitably context specific,
but the present context is one of nationally applicable legislation that poses a setious
risk to the health, welfare and life of highly vulnerable persons; a heightened standard

was required. Further, whilst the case-law deprecates attempts to use the PSED to
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54.

55.

56.

57.

“micto-manage” public decision-making, and an excessively forensic apptoach, this

is a case of wholesale breach of duty.

As far as can be seen from material in the public domain, the Defendant’s officets
did not advise the Defendant as to the existence and content of his duty under the
PSED. Consequently and inevitably, therefore, the Defendant failed to have “due
regard” to those matters that the PSED required him to have due regatd to: there is,
quite simply, nothing in any of the publicly available material that establishes that the
Defendant had “due regard” to any of the matters that he was required to have regard

to, under section 149(1), in the manner indicated by Bracking, or at all.

Futthet, the BExplanatory Memorandum to the 2019 Regs accepts, at §12.4
[PB/5.12], that “An Impact Assessment has not been prepared for this policy”. As such, there
was no equality impact asscssment on the disparate effect of the proposals on, for
example, the grounds of age, race, disability or sex. In fact, the evidence suggests that,
at the very least, Regulation 9 of the 2019 Regs will dispropottionately itnpact gay
men and those of African otigin: Witness Statement of Deborah Gold, dated 25
February 2019, §14 [PB/2.152] and Witness Statement of Chloe Orkin, dated 25
Febtuary 2019, §12 [PB/2.172]. This is due to those with HIV dispropottionately
belonging to those groups. There may well be other protected groups who will suffer
disproportionately. Due to the lack of an equality impact assessment (and adequate
consultation as set out below), the disparate impact on other protected groups is

cutrently unknown.

This failure to conduct an equality impact assessment, in itself, and in the absence of
the Defendant taking any othet steps, is sufficient to indicate a breach of the PSED
in light of the Brackéng principles. The fact that Regulation 9 of the 2019 Regs has the
potential adversely to affect the health outcomes of vulnerable groups in a significant
and potentially fatal way, and impact disparately those with protected characteristics
(see §§27-31 above) means that an equality impact assessment (or similat) was

fundamental.

Further, the Explanatory Memorandum, at §12.5, states that “There may be some risks

to patients, and thergfore costs associated with this but clinicians setting ont the guidance will consider
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58.

59.

and minimise these risks when setting out the pnidance”. That is entirely insufficient given
that: (a) the PSED is imposed on the Defendant personally and cannot be
“delegated” to clinicians; (b) the PSED is requited to be discharged at the time policy
18 _formunlated, (C) there is a major difference between the Defendant discharging the
PSED and the much narrower role of clinicians addressing clinical risks — the latter
is no substitute for the former; (d) Regulation 9 of the 2019 Regs will already be in
force at that stage and the starting point for clinicians will therefore be that Regulation
cxists and is lawful in principle; () clinicians do not have the skills, resources or remit
to consider the dispatrate impact of its guidance on those with protected
characteristics - in the manner outlined in Bracking, or at all; and, (f) if a Serious
Shortage Protocol becomes necessary, it will have to be done urgently; it will be far
too late at that stage for anyone to employ the rigour required by s149 of the Equality
Act 2010.

In this respect, the Defendant’s breach of the PSED has some parallel with Edsa/
Lipsited v The National Institute for Health and Clinical Excellence [2007) EWHC 1941
Admin [PB/6.18]. In that case, Dobbs ] held that the National Institute for Health
and Clinical Excellence had been in btreach of eatlier vetsions of the PSED, in the
Race Relatons Act 1976 and Disability Discrimination Act 1995, when it issued
guidance restticting the use of certain drugs, in some cases, for the treatment of
Alzheimer’s Disease. Dobbs J found such a breach, in patt, on the basis that clinicians
would, in appropriate cases, make a patient-specific decision that might diverge from
the guidance and result in the drugs being presctibed. Dobbs ] held, znzer alia, at §92,
that:
“Rather than relying on what clinicians could do to eliminate the risk, and
having regatd to the need to eliminate disctimination, what could NICE itself
do to reduce or eliminate any risk of disadvantage? No exercise of this kind was
conducted. It is no answer to say that NICE does not deal with individuals and
does not treat patents. As a public body, NICE is bound to ensure that its own

duties are discharged, and that its Guidance complies with its own obligations
under the anti-discrimination legislation.”

These wholesale breaches of the PSED are plainly material. Although the

consultation document states that the Serious Shortage Protocol will have a “positive
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60.

61.

62.

impact” on patients, this is an unsubstantiated assertion that simply underlines the

extent to which the Defendant has failed to assess the risks.

Finally, Regulation 5 of the Equality Act 2010 (Specific Duties and Public
Authorities) Regulations 2017 [PB/4.18] requires the Defendant to prepare and
publish one ot more objectives it thinks it should achieve to comply with the PSED.

The Defendant’s current, published objectives [PB/5.31] including the following:

“« The Depattment of Health and Social Care will ensure that the public sector
Equality Duty is embedded in Directorate business plans and teflected in our
cotporate priorities and is an integral part of any future ptiotity setting fot our
otganisation.

* We will continue build and develop our telationships with stakeholders and
the public, including those that represent groups with protected characteristics,
to improve out functions and setvices.

« We will ensure that it is cleat, throughout the policy development process,
how we have paid due tegard to the public sector equality duty.

« As guardians of the health and social care system, we will build on our
strengths in knowledge and intelligence by improving the information we hold
and collect. We will reflect back this intelligence to our partners, in ordet to
improve the health and well-being of the whole population. ...............

» We will imptove our internal business processes so that equality and diversity
is an integral part of evetything we do. Our drive to increase value, efficiency
and productivity will always consider the needs of people with protected
characteristics, internally in the Depattment and in our externally facing

>

functions....”
The process by which the Defendant made Regulation 9 of the 2019 Regs was
unlawful because it distegarded and diverged, without good reason, from the above
policy objectives. This was in breach of the Defendant’s public law duty to have
regard to relevant considerations, including his own policies, and to act in accordance
with his own policies except for good teason: Mandalia v Secretary of State for the Home
Department [2015] 1 WLR 4546 (SC), §29 (Lord Wilson) [PB/6.81]; R (Lumba) »
Secretary of State for the Home Department [2012] 1 AC 245 (SC), §26 (Lord Dyson).

In the premises, the ptocess by which the Defendant made Regulation 9 of the 2019
Regs was in wholesale breach of the PSED and his own published equality objectives.
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63.

64.

65.

Ground 3 - Failure to take into account and act consistently with the NHS

Constitution

In making Regulation 9 of the 2019 Regs, the Defendant was required to take into
account the NHS Constitution: s1B(1) of the NHS Act 2006. This provides that, “I»
excervising functions in relation fo the health service, the Secretary of State must have regard to the

INHS Constitution.”

Thete is nothing in any of the documents produced by the Defendant to show that
the NHS Constitution was taken into account in the process of making Regulation 9

of the 2019 Regs.

This is material due to the importance the NHS Constitution places on patients being
involved at the heart of changes that affect them, such as Regulation 9 of the 2019
Regs. By way of example, the NHS Constitution provides as follows [PB/5.15]:

i Principle 4 of the “Principles that guide the NHS” 1s that “The patient will be at
the beart of everything the NHS does”. This states that:

“It should support individuals to promote and manage their own
health. NHS services must teflect, and should be cootrdinated
around and tailored to, the needs and preferences of patients, their
families and their carets. As part of this, the NHS will ensure that in
line with the Armed Fotces Covenant, those in the armed forces,
teservists, their familics and veterans are not disadvantaged in
accessing health setvices in the area they reside. Patients, with their
families and carers, where appropriate, will be involved in and
consulted on all decisions about their care and treatment. The NHS
will actively encourage feedback from the public, patients and staff,
welcome it and use it to improve its setvices.” (emphasis added)

1. The “INHS Valunes” include “Working together for patients”. This provides
that:

“Patients come first in everything we do. We fully involve patients.
staff. families, carers, communities, and professionals inside and
outside the NHS. We put the needs of patients and comunities
before organisational boundaries. We speak up when things go
wrong.” (emphasis added)
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66.

67.

i Under the section “Patients and the public: your rights and the NHS pledges to

_you”, it is stated that:

i “Access to health services: Your rights - You have the right fo
recetve care and treatment that is appropriare to you, meets yout needs and

reflects your preferences.”

7 “Nationally  approved  treatments, drugs and
programmes: Your rights - You have the right fo drugs and
treatments that have been recommended by NICE for use in the NHS,
if your doclor says they are clinically appropriate for you.”

iit. “Involvement in your healthcare and the NHS: Your
rights — Yon have the right to be involved in planning and making
decisions about your health and care with your care provider or providers,
including your end of life care, and to be given information and support fo

enable you to do this.”

Had the Defendant taken into account these patts of the NHS Constitution, there is
a good chance that Regulation 9 would not have been made in the form it was. This
is because the way in which it came into being, as well as its content, ate antithetical
to the principle of patient involvement: see §20 above and the Consultation

Response of National Voices, dated 12 December 2018, pp1 and 5 [PB/2.89].

In the premises, the Defendant failed to take into account these impottant Principles,
Values and Pledges in the NHS Constitution in making Regulation 9 of the 2019
Regs, and failed to act in accordance with them, without good reason. These amount
to clear breaches of the Defendant’s statutory law duty to have regard to the NHS
Constitution, and his public law duty to act in accordance with his own policies except
for good reason: Mandalia v Secretary of State for the Home Department [2015] 1 WLR 4546
(SC), §29 (Lord Wilson) [PB/6.81].
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Ground 4 — Consultation was unlawful in extent and scope

08. Itis trite law that, subject to any statutory provision, the duty to consult has to meet

minimum standatds of faitness, so that public authotities must:®

e undertake consultation when the proposals are still at a formative stage;

o  give consultees sufficient reasons for the proposal, so as to permit

intelligent consideration and response;
® give consultees adequate time for consideration and response;

e take the products of consultation conscientiously into account.

69. The Defendant acted unlawfully in: (a) not consulting publicly, or least a broader
group of patient-interest groups as part of a formal consultation; and (b) confining
the informal consultation to a period of 5 clear working days. Each of these etrors
was sufficient to have made the consultation unlawful. In combination, they render

the informal consultation woefully inadequate.

(2) Obligation to consult

70. The obligation to consult at least a broad group of patient-interest organisations on
Regulation 9 of the 2019 Regs desives from s1B(1) of the NHS Act 2006 [PB/4.17].
This is due to the importance placed in the NHS Constitution on listening to patients,
as set out in Ground 3 above: R (Juttia) v Hertfordshire Valleys CCG [2018] EWHC 267
Admin, (2018) 21 CCLR 325, §§25-26 (Mostyn J) [PB/6.92].

71. The obligation to consult also detives from s129(6) of the Medicines Act 1968
[PB/4.15]. Reg 9 of the 2019 Regs allows pharmacists bozh to sell prescription-only
medicines and to alter the contents of a prescription. For the reasons set out in
Ground 1 above, the Defendant acted #itra wires in providing for the latter. With
tespect to the former, however, the Defendant’s power is set out in s58(4) of the

Medicines Act 1968 [PB/4.5].

72.  Section 58 of the Medicines Act 1968 states that:

& R (Mosefey) v Haringey LBC [2014] UKSC 56, [2014] 1 WLR 3947, §25 (Lord Wilson) |PB/6.67).

25

1.36



“58,— Medicinal ptoducts on prescription only.

(1) The Ministers may by order specify descriptions or classes of medicinal

products as prescription only medicines.

(4) Without prejudice to regulation 223(1) of the 2012 Regulatons, any
order made by the Ministers for the purposes of this section may
provide—
(a) that regulation 214(1) or (2) of the 2012 Regulations shall have
effect subject to such exemptions as may be specified in the otdet
ot, in the case of an approptiate practitionet, other than a doctot ot
dentist, such modifications as may be so specified;
(b) that, for the purpose of regulation 214(1) of the 2012
Regulations, a medicinal product shall not be taken to be sold ot
supplied in accordance with a prescription given by an approptiate
practitioner unless such conditions as are prescribed by the order
are fulfilled.

(5) Any exemption conferred or modification made by an ordet in
accotdance with subsection (4)(z) ot (4B) of this section may be conferred
ot made subject to such conditions or limitations as may be specified in
the order.

(6) Befote making an order under this section the Ministers shall consult

the apptoptiate committee.

(7) In subsection (6) ‘he appropriate commitiee” means whichever the
Ministers considet approptiate of—

(a) the Commission; ot

(b) an expert committee appointed by the Ministers, or by one of

them acting alone.”

73.  Section 129 of the Medicines Act 1968 provides that:

“(6) Before making any tegulations under this Act and before making any order
under this Act (except an otder made in accordance with any provision of this
Act undet which, in case of urgency, an otder can be made with immediate
effect) the Ministers proposing to make the regulations or order shall consult
such organisations as appeat to them to be representative of interests likely to
be substantally affected by the regulations or otdet.

(7) Without prejudice to subsection (6) of this section, whete any Ministerts
propose to make any regulations or order under Part III of this Act, ot under
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74.

75.

76.

7.

78.

section 104 or section 105 of this Act, and they consult an expetrt committee
appointed by themselves, or by one of them acting alone, ot the Commission,
with respect to that proposal, they shall take the advice of the committee ot of
the Commission into account before proceeding with those proposals.”

In prtoposing Regulation 9 of the 2019 Regs, the Defendant was obliged to consult
“such organisations as appear to them to be representative of interests likely to be substantially
affected by the regutations or order”. This is clear from s129(6) of the Medicines Act 1968,
in combination with s129(7). It is an additional obligation to the duty to consult the

Commission on Human Medicines (s58(7)(a)) or an appointed expert committee

(s38(7)(b))-

(b)  Scope of consultation

The Defendant’s choice as to which otganisations ought to be consulted as
“representative of inferests likely to be substantially affected” was subject to rationality
constraints: see, for example, Liverpoo/ City Council v Secretary of State for Health [2003]
EWHC 1975 (Admin), §44 (Stanley Butnton J).

In this instance, the Defendant’s decision not to consult publicly, ot at least with a

broader range of patient-interest groups, was ittational.

Given its informal and private nature, it is unclear at this stage exactly who the
Defendant consulted. Nevertheless, the Defendant failed to consult at least the
following groups:
i SUDEP Action;
i, The Neurological Alliance;
1it. National AIDS Trust;
iv. British HIV Association; and,

V. Action against Medical Accidents.

Regulation 9 of the 2019 Regs is of fundamental significance to those with some of
the severest medical conditions, including those tepresented by the gtoups in the

above paragraphs. The potential impact of Regulation 9 on health outcomes, as well
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79.

80.

81.

the technical complexity of the subject-matter being consulted upon, was substantial.
In those circumstances, it was irrational not to consult publicly, or at least a wider
group of patient-intetest organisations, who could have given detailed evidence about

the potential effect of Regulation 9 on those it represented.

The Witness Statement of Jane Hanna OBE, dated 25 February 2019, at §33
[PB/2.59], sets out in detail what SUDEP Action would have said in tesponse to
the consultation. At the time of the consultation, it was not a membet of National
Voices. The Witness Statement of Deborah Gold, dated 25 February 2019, at §21
[PB/2.154], sets out what the National ATDS Ttust would have said in tesponse to
the consultation. The Witness Statement of Chloe Otkin, dated 25 February 2019, at
§17 [PB/2.174], sets out what the British HIV Association would have said in

response to the consultation.

The Defendant did consult National Voices, self-desctibed as a “coalition of charities
that stands for people being in control of their health and care”. National Voices was critical of
Regulation 9, calling it “wnacceptable™ in its curtent form and stating that “the risks to
patient safety conld be serions”® Nonetheless, in patticular given the highly abridged time
scale, National Voices, by itself, was not in a position to respond on behalf of all
those patient-interest gtoups who had first-hand knowledge of how Regulation 9
would affect their members. National Voices made this concern cleat, stating that:’

“We would urge DHSC to find a better process to take this forward, enabling
more discussion within and between stakeholders., [sic] to ensure patient
interests are ptopetly protected.”

Furthermote, even though it was able to speak to a handful of other organisations to

see how their members would be affected, it stated that:

“The citcumstances and period of the consultation have been too short fot us
propetly to consult our members, or to hold discussions with professional
bodies.

7 National Voices, “Response to the informal consultation: Changes to the HMR2012 in relation to supply
and the UK’s exit from the EU” (12 December 2018), p5 [PB/2.93].
A National Voices, “Response to the informal consultation: Changes to the HMR2012 in relation to supply
and the UKs exit from the EU” (12 December 2018), p1 [PB/2.89].
% National Voices, “Response to the informal consultation: Changes to the HMR2012 in relation to supply
and the UK’s exit from the EU” (12 Deccmber 2018), p1 [PB/2.89].
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82.

83.

84.

85.

86.

We have been able to work with a small number of member charities to
understand the scenatios that could affect patients in relation to emerging
shortages of supply. We include some of these below. These examples covet
large numbers of patients; and we consider that there may well be comparable
scenarios for many other patient groups.”

These concetns, set out by one of the patient-interest groups consulted by the

Sectetary State, laid down a clear marker that consultation with other groups was

essential in order to obtain the necessary information to proceed with Regulation 9.

The importance of consulting specific patient-interest groups is demonstrated by the
Defendant’s subsequent undertaking that an exception for epilepsy #eatment will be
granted.’® The omission of such an undettaking with respect to other types of
sufferers — who may be equally adversely affected as epilepsy sufferers — is notable
and disturbing. It is the lack of proper consultation that has produced this

inconsistent result.

(c) Length of consultation

Further and/or alternatively, the truncated nature of the informal consultation
rendered it unlawful. The consultees were not given adequate time for consideration
and response: R (Moseley) » Haringey LBC [2014] 1 WLR 3947 (SC), §25 (Lord Wilson)
[PB/6.67]. This compounded the natrow scope of the consultation: those consulted
groups who tepresented significant patient-interest groups, such as National Voices,

did not have the time propetly to confer with their membets.

Those whom the Defendant describes as “informal consultees” wete first notified of
the consultation by an email on 5 December 2018. They were given until 12

December 2018 to tespond. This amounted to 5 clear working days.

The Defendant’s Consultation Paper [PB/2.85] states:

1" This does not, in itself, solve the issue for epilepsy wwffererr. This is because their concern is not just that
the epilepsy medicine itself will be altered by pharmacists but that a whole host of medicines for co-
morbidities that epilepsy sufferers also take will be altered, still liable to upset the delicate balance of
medicine taken by such sufferers: see Witness Statement of Janc Hanna OBE, dated 25 February 2019, §17
and §33(b),(2) [PB/2.60]. See also the Witness Statement of Chloe Orkin, dated 25 February 2019, §16
[PB/2.174].
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87.

88.

“Normally, we would consult publicly for 12 weeks before making any changes
to the Human Medicines Regulations 2012. However, you will understand that
any legislative changes in relation to the UK’s exit from the EU need to be
progressed quickly so that they are in force befote the day that the UK leaves
the EU. Therefore, we are seeking views of the relevant stakeholder
representative bodies on the proposed changes by close on 12 December
2018.” (emphasis added)

The Cabinet Office guidance called Consuitation Principles [PB/5.38] states “E.
Consultations should last for a proportionate amonnt of tine. Judge the length of the consultation on
the basis of legal advice and taking into acconnt the nature and impact of the proposal. Consniting
for too long will nnnecessarily delay policy development. Consulling too guickly will not give enongh

time for consideration and will reduce the quality of responses”.

The Defendant has consulted most years on amendments to the Human Medicines
Regulations 2012, and consultations have lasted for an extended petiod. By way of

example [PB/2.57]:

i Human Medicines (Amendment) Regulations 2018: consultation took
place between February and May 2015 for proposals on introducing

independent presctibing for registered paramedics;

4. Human Medicines (Amendment) Regulations 2017: UK-wide public
consultation took place duting 10 March and 5 May 2017 — expressly in
accordance with s129(6) of the Medicines Act 1968 — for the proposal to
allow schools to hold stocks of Adtrenaline Auto-Injectors for use in an
emergency. There were over 500 response from parents, schools,
education authorities, school nutses, GPs, pharmacists and key

otganisations;

11l Human Medicines (Amendment) Regulations 2016: consultation took
place during Februaty to May 2015 on the proposals for presctibing,
selling, supplying and administering medicinal products by dietitians,
radiographers and orthoptists. The proposals were circulated to the NHS,
local authorities and a range of patient and representative bodies with 464

responses for dietitians, 984 for radiographers and 204 for orthoptists;
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91.

1v.

Human Medicines (Amendment) (No 2) Regulations 2015: consultation
took place between July and October 2014 on the proposal for electronic
ptescribing of drugs listed in Schedules 2 or 3 of the Misuse of Drugs
Regulations 2001; and,

Human Medicines (Amendment) (No 2) Regulations 2014: UK-wide
public consultation took place from 7 to 29 May 2014 — expressly in
accotrdance with s129(6) of the Medicines Act 1968 — on the proposal to
allow the supply of salbutamol asthma inhalers to schools for emergency

use. Over 4000 responses were received;

Conversely, informal and targeted consultations have tended to be for minor changes.
For example, the Explanatory Memorandum to the Human Medicines (Amendment)
Regulations 2014 [PB/5.1] states that, "8.7 As the amendments to legislation are minor and
affected specific groups of health projessionals, the MHRA carried out an informal targeted

consnltation exercise. There was only a limited response.”

In any event, for the reasons set out below, in this case a consultation petiod of 12
weeks was the minimum that fair process required and/ oz, altetnatively, that 5 days

was grossly inadequate.

There is little case law on consultation petiods because most public authorities take a
prudential approach. However, such case law as the Claimant has been able to find,

thus fat, is as follows:

R v Secretary of State for Education and Employment ex p National Union of
Teachers [2000] Ed CR 603 (QBD), 628-629 (Jackson J): a petiod of 4 days
for consultation about regulations relating to the draft pay and conditions

of teachers was held to be insufficient;

R v Devon CC ex p Baker [1995] 1 ALLER 73 (CA), 86 (Dillon L]), 91 (Simon
Brown LJ): a period of 5 days for consultation about the closure of a
residential home for the eldetly was found to be unlawful. Simon Brown

L] desctibed this period as “wholly insufficient”,
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R v Bérmingham City Conncil exc p Dredger (1994) Admin LR 553 (QBD), 575-
576 (Hutchison J): a petiod of just over a week for consultation relating to
a large increase in rent to be paid by market stall holders was held to be
inadequate. In the coutse of his judgment, Hutchison ] stated that:

“I am in no doubt that, given the length and complexity of the
teport, the fundamental changes that it proposed, the vatious
different basis of change which it advanced, and the identity and
number of the persons affected, the period was plainly wholly
inadequate.”
R (Boygia) » Barnet LBC and Portsmonth CC [2009] EWHC 3261, (2010) 13
CCLR 72: an 11-day consultation was not sufficient (Portsmouth) (§§72-
73), but a 6-week consultation was (Barnet) (§68, HHJ Jarman QC), where

what was proposed was significant changes to a sheltered housing setvice.

92. If these consultation periods were found to be inadequate, then the consultation

period in the present claim was, « fortior’, inadequate given:

i,

The significance of the policy change: Regulation 9 involves wholesale
changes to a previously fundamental tenet of healthcare provision;
medicines ate to be prescribed by an approptiate practitioner, in
consultation with the patient, and supplied by a pharmacist. Indeed, the
previous policy position was that it was so dangerous for phatmacists to
provide medicine other than as set out in a presctiption that this amounted

to a ctiminal offence (s64 and s67(2) of the Medicines Act 1968);

The number of people it will affect: Regulation 9 could affect huge

numbers of patients nation-wide;

The potential advetse consequences: Regulation 9 could have serious,

advetse effects on health outcomes, including loss of life; and,

The complexity of the change: in order to make the proposal work, it
requires thorough understanding of technical and complex subject matter.
For example, slight alterations to a patient’s presctiption can have

significant impact on those suffering from epilepsy to heart disease to
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neurological illnesses, to name but a few. It was incumbent on the
Defendant to be awate of and understand these ramifications before

making Regulation 9;

The consultation was aimed at groups in the charity and voluntary sector,
who do not have governmental resources, and who would, in tutn, need
to consult with theit members, many of whom will be vulnetable and/ot

find 1t difficult to tespond effectively;

That National Voices — believed to be the only “informal consultee”
representative of patients’ interests - is an “umbrella” organisation, with
over 150 charity and professional members. As National Voices itself
pointed out to the Defendant [PB/2.89):

“The circumstances and period of the consultation have been too
shozt for us propetly to consult our members, or to hold discussions
with professional bodies.

We have been able to work with a small number of member charities
to understand the scenarios that could affect patients in relation to
emerging shortages of supply. We include some of these below.
These examples cover large numbers of patients; and we considet
that there may well be compatable scenatios for many othet patient
groups”;

The importance of consulting publicly, alternatively at least with specific patient-
mnterest groups, or affording National Voices adequate time to do so, is demonstrated
by the Defendant’s subsequent undertaking that an exception for epilepsy treatment
will be granted. This was in response to subsequent representations by SUDEP
Action, an epilepsy charity that learned of the proposals through a newsletter from
the Neutrological Alliance."’ The omission of such an undertaking with tespect to

other types of suffeters — who may be cqually adversely affected as epilepsy sufferers

1 This does not, in itself, solve the issue for epilepsy sufererr. This is because their concern is not just that
the epilepsy medicine itself will be altered by pharmacists but that a whole host of medicines for co-
morbidities that epilepsy sufferers also take will be alteted, still liable to upset the delicate balance of
medicine taken by such sufferers.
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— a5 well as for epilepsy sufferers in relation to co-morbidities is notable and distutbing,

It is the lack of proper consultation that has produced this inconsistent result.

94. For all the above reasons, a 12-week petiod was the minimum in this case and/ot,

alternatively, 5 working days was inadequate.
COSTS CAPPING ORDER

95. The Claimant seeks a Costs Capping Otdet, pursuant to s88 of the Criminal Justice
and Courts Act 2015, limiting its potential liability to pay the Defendant’s costs of
these proceedings to £15,000. The relevant evidential mattets are set out in the

Witness Statement of Jolyon Maugham QC, dated 25 February 2019, §§8-20.

96. First, these proceedings are public interest ptoceedings:

a.  The issue in dispute and the points of law expanded on above ate of
general public importance. Regulation 9 of the 2019 Regs could affect
huge numbers of people all over the United Kingdom with significant
consequences for their health. It involves transforming a long-established
tenet of the NHS: “approptiate practitioners” prescribing medicines and
pharmacists supplying them without alteration. Regulation 9 has caused
grave concern amongst expert clinicians, patient-interest groups and the

general public alike;
b.  The public intetest requires the issues to be resolved; and,
c.  This claim will provide an approptiate means of resolving the issue.

97. Second, in the absence of a Costs Capping Otdet, the Claimant would withdtaw this
application for judicial review: Witness Statement of Jolyon Maugham, dated 25

February 2019, §14 and §21 [PB/2.7].

08. Third, it would be reasonable fot the Claimant to withdraw without a Costs Capping

Otder: Witness Statement of Jolyon Maugham, dated 25 February 2019, §14-18.
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99. The other items to which the Court must have regard, as set out in s89(1) of the
Criminal Justice and Courts Act 2015, are dealt with in the Witness Statement of

Jolyon Maugham, dated 25 February 2019 [PB/2.1]. By way of summaty;

a.  The Claimant’s assets, liabilities, income and expenditute are set out in the
Witness Statement of Jolyon Maugham, dated 25 February 2019, §§8-11.
The crowdfunding sought for this claim is set out in Witness Statement
of Jolyon Maugham, dated 25 February 2019, §§12-18. At the moment,
£14,176 has been raised;

b.  In terms of benefits to the Claimant, its only intetest is to deliver the
public interest: Witness Statement of Jolyon Maugham, dated 25 February
2019, §19;

c.  For working on this claim, the lawyers acting for the Claimant will be paid

reduced fees (the equivalent Treasuty rate) if the claim is upheld;

d.  The Claimant is the approptiate person to bring this claim. Although
various charities representing patients’ interests are supportive of the case,
they are not able to be a party largely due to the costs risk but also due to
timing issues: Witness Statement of Jolyon Maugham, dated 25 February
2019, §20; Witness Statement of Jane Hanna OBE, dated 25 Februaty
2019, §§4-5; Witness Statement of Deborah Gold, dated 25 February
2019, §5; Witness Statement of Chloe Orkin, dated 25 February 2019, §4;
Witness Statement of Peter Walsh, dated 21 February 2019, {4.

CONCLUSIONS AND RELIEF

100. For the reasons set out above, the Claimant respectfully requests that the Court:
a.  Expedite this claim so that it is heard before 29 Match 2019;
b.  Grant permission and consequential ditections, as set out above at §9;

c.  Grant a Costs Capping Otder such that the Claimant does not have to

pay the costs of the Defendant in excess of £15,000;
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Quash Regulation 9 of the 2019 Regs;
Alternatively, declare that Regulation 9 of the 2019 Regs is unlawful;
Awatd the Claimant its costs; and,

Grant such further and other relief as the Coutt thinks fit.

STEPHEN KNAFLER Q.C.
YAASER VANDERMAN

Landmark Chambers

25 Februaty 2019
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