
Pharma Brexit 
Article Pack



2 / November 2020 © Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)

Brexit: Life Science Firms In An ‘Impossible Position’
Guidance Still Awaited On Licensing & Pharmacovigilance 

Executive Summary
As negotiations between the UK and EU enter a 
crucial phase, the UK life sciences industry has 
called for more clarity and guidance on what 
companies can expect to face at the end of the 
Brexit transition period. 

 

With fewer than 70 days to go until the end of 
the Brexit transition period, the UK BioIndustry 
Association has again lashed out at the 
government for expecting companies to prepare 
for January 2021 and make risk-based decisions 
without giving them the information they need to 
do so.

Steve Bates, the BIA’s CEO, said companies 
had done everything they could to prepare but 
that the lack of clarity and consistency on the 
government’s part, alongside uncertainty over 
whether there will be a UK-EU trade deal, meant 
they were being put in “an impossible situation.”

“The challenge we face as businesses is that there 
is an ask of the sector to be ready to go, but you 
can only be ready if there is clarity on the detail,” 
a clearly exasperated Bates said during the BIA’s 
latest Brexit webinar.

Noting the government’s latest slogan, “Check, 
Change, Go, he said industry had been working 
closely with the regulatory agency, the MHRA, but 
it was “very difficult to be ready for something 
when you are unsure about elements of it and 
we still don’t have the full guidance” on what will 
happen as of January.

He said the government could not expect a sector 
with long and complicated supply chains to be 

expected to “flick a switch and be ready to go 
with whatever comes out. So we are put in an 
impossible position.”

Bates is not alone in wanting clarity. On 18 
October the Confederation of British Industry 
issued a joint statement calling on the government 
to quickly secure an ambitious free trade deal with 
the EU to increase confidence in the UK as a place 
to invest and to ease the implementation of the 
Northern Ireland Protocol.

It said firms faced “a hat-trick of unprecedented 
challenges: rebuilding from the first wave 
of COVID-19, dealing with the second and 
uncertainty over the UK’s trading relationship with 
the EU.”

One of the signatories to the statement, Richard 
Torbett, head of the Association of the British 
Pharmaceutical Industry, said it was “absolutely 
clear that it’s in nobody’s interest – and certainly 
not patients – to face the future with uncertainty 
around how medicines will be regulated, tested 
and moved throughout Europe and the UK.”

Some of the government’s statements suggest 
that it is accusing businesses of failing to prepare 
for Brexit properly in order to deflect the blame if 
chaos ensues on 1 January. But Bates was having 
none of it. He said that while the life sciences 
industry had put over a consistent message about 
what it wants since the EU referendum in 2016, 
the government had not, and had changed its 
position on a number of occasions.

“Obviously governments are allowed to change 
their mind, and we have had general elections 
and new parliaments, but it is quite difficult for 
businesses to plan for major change when there 
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has been quite some change in tone and tack 
from the UK government,” Bates declared. “That is 
a continuing challenge given that we have still not 
got a deal and still don’t know where we are going 
and we are only 71 days away” from the end of 
the transition period.

Batch Release Problems
One concrete example of where the government 
had changed its stance was in product batch 
testing and release. The initial guidance from 
the MHRA gave an open ended commitment 
that the UK would not require batches from EU/
EEA countries to be tested again, meaning that 
companies would not have to duplicate testing 
facilities in the UK. However, shortly afterwards it 
put a two-year time limit on the UK’s acceptance 
of batch testing from those countries.  (Also see 
“Brexit: UK Industry Body Slams ‘Ill Considered’ 
Guidance On Batch Testing” - Pink Sheet, 30 Sep, 
2020.)

AbbVie’s Emma Du Four, who chairs the BIA’s 
regulatory affairs advisory committee, said that 
while the idea behind the time limit was to align 
with the broader government position on the 
duration of standstill regulations, it was a “really 
unhelpful” move.

During the next two years, she said, “the position 
might change, we don’t know whether there 
will be a mutual recognition agreement, and 
there may be other changes that result in the 
UK continuing to recognize batch testing in EU/
EEA countries. So this is a risk-based decision we 
are being asked to make: do you invest now in 
significant testing capability and professionals 
who would need to be based in the UK ready for 
something that might happen in two years’ time?”

That, du Four said, was “a very difficult ask for 
anyone in industry. The unpredictability is very 
unwelcome and an example of our sector-specific 
needs not being understood.”

Other areas where guidance is still awaited 
include product licensing and pharmacovigilance 
procedures, du Four noted. “I hope something 
will emerge in the next couple of weeks, but it 
is somewhat caught up in the broader political 
debate.” 

Northern Ireland
The MHRA published more guidance last week on 
how to allow medicines to continue to be sold in 
Northern Ireland after the end of the transition 
period, when Great Britain (GB) becomes fully 
outside the EU single market and customs union 
but Northern Ireland (NI) remains governed by EU 
medicines regulations.

It says that products placed on the market in 
NI by 11pm on 31 December will continue to 
be governed by current rules, and goods will 
continue to flow, Du Four noted. “But if in the New 
Year you are moving products from GB to NI, that 
is importation into the EU and there are some 
additional testing and release requirements that 
kick in.”

However, she said guidance was still lacking 
on “how things will operate for anything 
manufactured after that date.” Bates said 
that there was “still a lot of uncertainty about 
operating in NI in the longer term. The whole NI 
situation is confusing.”

MHRA Relations With EU
In response to a question as to whether the MHRA 
would have access to the European Medicines 
Agency databases from next year, du Four said 
that while the MHRA remained responsible for 
enforcing EU law in both GB and NI, in order to 
fulfil its NI responsibilities it would “in some way 
need to be able to engage with the European 
system.” Whether it could access databases was 
still under discussion, she observed.
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Another questioner noted that EU centralized 
drug approvals would continue to apply to NI, and 
wondered whether there would be access to these 
in GB or whether patients might go to NI to get 
their products.

Du Four said that it would be up to the company 
concerned if it wished to have that product 
approved in GB “as a separate territory: just like 
any other part of the world, each company will 
make a decision as to where it wants to license a 
medicine.” Assuming the majority of companies 
would want to market in GB as well as in the 
EU/NI, there would be “a series of regulatory 
pathways and options to bring that product into 
GB from the regulatory licensing point of view,” 
she said.

“I know that the MHRA’s ambition is that there 
will be no, or a very small, delay between the two 
timeframes. They are certainly intending to offer 
us pathways that allow a product to be licensed 
in GB in the same timeframes as the EU, but that 
is in the licensing guidance which has not been 
published yet, so there are more details to come,” 
she observed. 

Action To Take Now
Although much remains to be clarified, there are 
some things companies can and should be taking 
action on, said Tim Windle, the BIA’s strategic 
policy adviser. For example, they should register 
for the Trader Support Service which gives an 
extra level of support for companies moving 
goods into and out of NI.

They should also sign up for the emergency 
freight capacity that the government is offering 
on ferries away from the Channel ports, where 
significant disruption is expected next year as a 
result of new customs checks. (Also see “Brexit: UK 
Secures Ferry Space For Medicines To Circumvent 
Port Delays” - Pink Sheet, 14 Oct, 2020.)

Companies can register now, and they should 
then receive an access code to pass to their 
logistics provider, Windle noted. However, he 
said that exact details of the schedules, routes 
and ticket prices would not be ready until 16 
November, and bookings would not open until 
the end of November.  “Make sure you are 
considering this as an option if you have any 
concerns,” he advised. He also noted that an 
express freight service would be available, with 
details expected some time next month.
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Executive Summary
Updated guidance from the UK regulator, 
the MHRA, outlines the rules on orphan drug 
applications, criteria and exclusivity periods that 
will apply in Great Britain after the end of the 
Brexit transition period.

 

From the beginning of 2021, companies wanting 
an orphan drug designation in Great Britain will 
need to apply for it at the same time as they file 
the marketing authorization application (MAA), 
using a new application form. There will be “no 
pre-marketing authorization orphan designation” 
for Great Britain, says new guidance on post-
Brexit medicines regulation.

Incentives for orphan drug development will be 
provided in the form of market exclusivity and 
“full or partial refunds for marketing authorization 
fees,” and waivers from scientific advice fees will 
also be available for UK-based small and medium-
sized companies. 

The guidance, published by the UK Medicines and 
Healthcare products Regulatory Agency (MHRA) 
on 1 October and taking effect on 1 January, is 
needed because from next year the MHRA will 
take over responsibility for products currently 
governed by EU regulations. It is an update of the 
original document issued by the MHRA in 2019 in 
advance of a possible “no-deal Brexit,” but it will 
apply only to Great Britain (England, Scotland and 
Wales).

This is because under the Northern Ireland 
Protocol, which is part of the Brexit Withdrawal 
Agreement, EU rules on orphan designation (and 
other EU medicines regulations) will continue to 

apply in Northern Ireland after the end of the 
transition period on 31 December.

Most of the GB guidance is modeled on current 
EU rules, although it diverges in some respects, 
notably in the timing of the submission for orphan 
drug designation, which in the EU can be done at 
any time during the development process but in 
any case before the MAA is filed.

Criteria
To qualify for orphan designation, a medicine will 
have to meet a number of criteria:
•  It must be intended for the treatment, 

prevention or diagnosis of a disease that is life-
threatening or chronically debilitating.

•  The prevalence of the condition in Great 
Britain must be no more than 5 people in 
10,000, or it must be “unlikely that marketing 
of the medicine would generate sufficient 
returns to justify the investment needed for its 
development.”

•  There must be no other satisfactory method 
of diagnosis, prevention or treatment of the 
condition in GB, “or, if such a method exists, 
the medicine must be of significant benefit to 
those affected by the condition.” Satisfactory 
methods may include authorized medicines, 
medical devices or other methods of diagnosis, 
prevention or treatment used in GB.

Filing An Application
Sponsors seeking a designation – which will 
not attract any additional fee – must use a 
new “Great Britain Orphan Drug Designation 
Application Form” with their MAA in Module 1.2 
of the electronic Common Technical Document, 
“specifically indicating in the cover letter their 
intention to seek an orphan designation.”

How To Get Orphan Drug Status In Great Britain From 2021
Post-Brexit Rules Broadly In Line With EU
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Applications will be examined by the MHRA’s 
Commission on Human Medicines (CHM) in 
parallel with the assessment of the MAA, and 
the decision on orphan status will be made at 
the same time as the marketing authorization 
decision. “Any questions concerning the fulfilment 
of the orphan designation criteria will be raised 
with the company during the evaluation of the 
MAA.”

The MHRA also provides for an appeals procedure 
before the CHM if the agency decides that the 
orphan designation criteria are not met – the 
applicant should inform the MHRA of its intention 
to appeal “as soon as possible.”

Market Exclusivity Incentive
The 10-year market exclusivity incentive that 
comes with a successful GB orphan designation 
is in line with that offered by the EU legislation, 
but with one difference: the guidance states that 
the GB exclusivity will be “up to 10 years.” This is 
because the exclusivity period will begin from the 
date of first approval of the product “in GB or EU/
EEA.” This would mean that if the EU marketing 
authorization (MA) for the product were granted 
before the GB one, the exclusivity period for the 
latter would be reduced accordingly.

The government does not explain why it has done 
this, but a similar provision was included in draft 
no-deal contingency legislation published in 2019, 
linking both data and market exclusivity to the 
first marketing authorization in either the UK or 
the EU. An impact assessment accompanying the 
legislation said the provision would “encourage 
companies to submit applications for innovative 
products as soon as possible.”

The UK Bioindustry Association said at the time 
that linking the start of exclusivity periods to the 
EU “does not make sense.” It said it had been 
told by its member companies that the provision 

would not have the intended outcome but would 
instead send “a strong negative signal to global 
boardrooms about the UK as a location for 
investment.” (Also see “UK Industry Skeptical Of 
Govt’s No-Deal Brexit Filing Expectations” - Pink 
Sheet, 18 Feb, 2019.)

Pediatric Extensions, New Indications
In line with EU regulations, the GB exclusivity 
period can be extended by two years if the results 
of studies conducted according to a pediatric 
investigation plan (PIP) are included in the product 
information.

Where a company applies for new or extended 
therapeutic indications for an orphan drug, the 
orphan criteria will be assessed in parallel with 
the evaluation of the new indication. A fresh 
exclusivity period will be awarded only if the 
indication falls within the definition of a new 
orphan condition.

All products that go on to obtain an orphan MA 
will be listed on the new “GB Orphan Register”.

As for “grandfathered” products, the guidance 
says that market exclusivity periods for orphans 
that were authorized under the EU’s centralized 
system and whose MAs are converted to UK 
marketing authorizations as of 1 January 2021 “will 
continue to apply.”

The EU is considering whether to update its 
legislation on orphan drugs after a report 
published this summer said that the available 
tools had not done enough to direct orphan 
development to areas of greatest medical need 
and suggested that the exclusivity period might 
need to be shortened because in some rare 
disease areas the market had started to “look 
more similar to ‘standard’ medicines.” (Also see 
“Long-Awaited EU Review Questions 10-Year 
Orphan Exclusivity” - Pink Sheet, 12 Aug, 2020.)
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Brexit: UK Joining US-Led Project Orbis To Speed Cancer Drug 
Approvals

Executive Summary
Joining the international regulatory collaboration 
could become a key route for the UK to remain an 
early and priority market for global launches after 
the end of the Brexit transition period, says the 
industry group, BIA.

 

In January 2021 the UK will join Project Orbis, 
the US-led collaborative scheme that enables 
international regulators to simultaneously review 
and approve new cancer drugs faster.

The UK medicines agency, the MHRA, will join the 
scheme fully on 1 January, after the end of the 
Brexit transition period, health secretary Matt 
Hancock said this week.

Project Orbis was launched in September 2019 
and has so far involved collaborations between 
the drug regulators from the US, Canada, 
Australia, Singapore and Switzerland.

By joining the scheme, the MHRA will be able to 
“co-operate with the best medical regulators in 
the world and make approvals quicker so that we 
can get patients the fastest possible access to new 
drugs,” Hancock said on 5 October.

The move was also welcomed by the UK 
BioIndustry Association. “Since nearly all 
innovative oncology products are launched in 
the USA, this new regulatory path may become a 
key route by which the UK remains an early and 
priority market for global launches, after the end 
of the transition period,” said BIA chief executive 
Steve Bates.

Zepzelca & Tukysa
Project Orbis provides a framework for concurrent 
submission and review of oncology products 
among the international regulators.

Collaborative reviews are designed to identify any 
regulatory divergences across the review teams. 
As previously noted by the Australian regulator, 
the TGA, the scheme has introduced efficiencies 
and established frameworks for process 
alignment and management of evaluation issues 
in real time across jurisdictions.

Each regulatory agency then maintains its 
regulatory process to make an independent 
decision on market authorization.

In September 2019, the first collaboration 
under the scheme resulted in the simultaneous 
approval in the US, Canada and Australia of the 
use of the previously authorized drugs, Eisai’s 
Lenvima (lenvatinib) and Merck’s Keytruda 
(pembrolizumab), in combination to treat certain 
patients with advanced endometrial carcinoma.

In April, the US Food and Drug Administration 
approved the first new molecular entity to be 
reviewed under the scheme – Seattle Genetics’ 
breast cancer drug Tukysa (tucatinib). The other 
regulators involved in the review were from 
Australia, Canada, Singapore and Switzerland. 
(Also see “US FDA’s Oncology Center In The 
Lockdown: ‘Business As Usual’” - Pink Sheet, 18 
Jun, 2020.)

More recently, in June the FDA granted 
accelerated approval to PharmaMar’s Zepzelca 
(lurbinectedin) for metastatic small cell lung 
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cancer, after collaborating with the TGA. (Also see 
“Keeping Track: US FDA Approvals Include Novel 
Agents Zepzelca And Uplizna, Biosimilar Nyvepria, 
Follow-On Semglee” - Pink Sheet, 15 Jun, 2020.)

As well as joining Project Orbis, the MHRA is 

implementing myriad regulatory changes that will 
kick in on 1 January when the UK leaves the EU 
single market and customs union. (Also see “How 
To Get A ‘Great Britain’ Drug Approval In 2021” - 
Pink Sheet, 2 Sep, 2020.)
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Executive Summary
England’s health technology appraisal body, NICE, 
and the UK medicines regulator, the MHRA, are 
working together to align their process timelines 
so that access to medicines is “maintained and 
enhanced.”

 

NICE, the health technology appraisal institute, is 
delaying its consultation on changing its methods, 
in part because of changes in the UK regulatory 
and commercial landscape.

The six-week public consultation on the methods 
review is now expected to begin in November 
2020. A separate consultation on changing NICE 
processes will follow in February 2020. 

Originally one six week-consultation on both 
methods and processes had been scheduled for 
the summer of 2020.
(Also see “NICE Expands On Methods Review 
Details” - Pink Sheet, 24 Jul, 2019.) (Also see 
“UK NICE Review Needs To Be More Than A 
‘Bureaucratic Exercise’” - Pink Sheet, 20 Jun, 2019.). 
NICE said there would be a “short delay” to the 
methods review consultation. “We also need 
to factor in due consideration of any process 
requirements needed to address ongoing changes 
across the United Kingdom regulatory and 
commercial landscape, and to align the methods 
and process review into a single programme 
manual,” it added.

Brexit
NICE currently develops its product guidance 
in parallel with European Medicines Agency’s 
regulatory process and therefore needs to 
“consider any impact and consequences as a 
result of the end of the EU exit transition period,” 
it told the Pink Sheet.

The UK agency, the MHRA, will become a fully 
freestanding regulator for medicines and medical 
devices on 1 January 2021. It recently published 
numerous pieces of guidance for industry on 
arrangements following the end of the transition 
period. (Also see “How To Get A ‘Great Britain’ 
Drug Approval In 2021” - Pink Sheet, 2 Sep, 2020.)

NICE said it was collaborating with the MHRA in 
“key areas of interest” through the MHRA and 
NICE Core Strategic Group.

“Current work is focused on ensuring that 
new MHRA licensing arrangements and NICE’s 
Technology Appraisals and Highly Specialised 
Technologies processes and timelines align such 
that timely patient access to important medicines 
is maintained and enhanced,” it said.

Commercial Framework
Meanwhile, NICE also needs to take into 
account NHS England’s forthcoming commercial 
framework when it conducts its reviews. 
Publication of a final framework had been 
expected this year but has been delayed because 
NHS England staff have been redeployed to help 
respond to the COVID-19 crisis.

This framework was outlined in the UK’s 2019 
voluntary pricing scheme for branded medicines 
and sets out more detail on commercial 
arrangements with the pharmaceutical industry. 
(Also see “Concerns Emerge Over England’s Desire 
For Even Lower Drug Prices “ - Pink Sheet, 4 Dec, 
2019.)

Focus
According to NICE, topics considered for the 
methods review are: cost minimization (also 
referred to as cost comparison); costs used in 
health technology assessment; discounting; 
decision-making; equality considerations in 

Brexit Issues Lead NICE To Delay Methods Review
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guidance development; health-related quality of 
life; modifiers; sources and synthesis of evidence;  

technology-specific issues;  and exploring 
uncertainty.
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Executive Summary
New guidance from the UK covers the recognition 
of EU approvals, accelerated assessment, rolling 
reviews, and much else besides.

 

The UK says it will recognize EU centralized 
marketing authorization (MA) decisions for two 
years in Great Britain after the Brexit transition 
period ends on 31 December this year, subject 
to “a risk-based review” that takes account of any 
GB-specific conditions.

The medicines regulator, the MHRA, has also 
confirmed that its new accelerated assessment 
procedure will produce a decision on approval 
in just 150 days, and will apply to products 
containing either existing or new active 
substances, including orphan drugs.

New guidance on the post-Brexit licensing 
systems issued on 27 October also says that a 
new GB rolling review will be available for novel 
substances, including biologicals/biosimilars, 
and that mechanisms will be put in place for 
conditional and exceptional circumstances 
approvals.

The new procedures are being established to 
allow the newly freestanding MHRA to handle 
all types of applications, including those that fall 
within the mandatory scope of the EU marketing 
authorization system, from 1 January, when the 
UK leaves the EU single market and customs 
union. They were discussed at a 27 October 
webinar held by the MHRA.

The Reliance Route
As a result of the Northern Ireland Protocol, EU 
marketing authorizations will continue to apply to 
Northern Ireland from next year, but they will not 
be valid in Great Britain, which will issue its own 
approvals via national licensing procedures.

However, the MHRA says that “for two years from 
1 January 2021, Great Britain will adopt decisions 
taken by the European Commission on the 
approval of new marketing authorisations in the 
community marketing authorization procedure.”

Under the so-called “reliance route,” which was 
first flagged in September, companies will still 
have to file an approval application with the 
MHRA. (Also see “How To Get A ‘Great Britain’ 
Drug Approval In 2021” - Pink Sheet, 2 Sep, 2020.) 
The application should include all the information 
that was provided to the European Medicines 
Agency and its human medicines committee, the 
CHMP, during the centralized procedure.

It should be “accompanied by all iterations of the 
CHMP assessment report including the final CHMP 
opinion,” together with a declaration of conformity 
of the Great Britain application with the dossier 
approved by the commission, the guidance says.

Keith McDonald, deputy director of the MHRA’s 
licensing division, said the agency would recognize 
EU decisions “subject to a risk-based review in the 
context of UK clinical practice and any GB-specific 
considerations.” If the application is submitted as 
soon as the CHMP opinion is available, “the GB 
MA approval will be made at the time of the EC 
decision,” he told the webinar.

UK Confirms It Will Accept EU Marketing Authorizations For 
Two Years
Accelerated and Rolling Review Processes Kick In Next Year
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Non-Centralized Approvals
The UK will also have the power to take account 
of MA decisions by EU member states under the 
mutual recognition and decentralized procedures 
when considering applications for approval in the 
UK.

In addition, as a result of the Northern Ireland 
Protocol, Northern Ireland will be able to be 
included as a “concerned member state” in 
non-centralized EU procedures, although this 
will result in an MA that is valid only in Northern 
Ireland. McDonald said that two additional MA 
number (product license) prefixes – PLGB and 
PLNI – would be introduced for products that 
were not authorized for the whole of the UK and 
these would need to appear on product packs.

Products approved in Northern Ireland can be 
filed for a GB MA using the “unfettered access” 
route, but on two conditions: the applicant must 
be an “NI qualifying business,” and once they 
are manufactured the goods must reach GB via 
Northern Ireland, McDonald noted. Unfettered 
access applies to goods moving from NI to 
other parts of the UK internal market, under the 
Northern Ireland Protocol.

Being Established In GB
For UK and GB approvals, the MA holder (MAH) 
must be established in the European Economic 
Area, and must also be established in the UK 
before 1 January 2023. If not, contact details 
of a named individual residing in the UK must 
be provided and they may be contacted by the 
licensing authority for information on the MA.

“We also want to be clear that the 24-month 
period after 1 January contains provisions for 
continuity for industry” in that most of the current 
EU guidance will be copied over to Great Britain, 
including variation classifications rules and 
classification of advanced therapy medicines, 
McDonald noted.

Accelerated Assessment
The new GB 150-day accelerated review 
mechanism will be open to new MA applications 
(MAAs) for both new and existing active 
substances that are submitted directly to the UK. 
Eligible products include orphan drugs, medicines 
submitted for conditional and full MAs, and those 
for approval under exceptional circumstances.

“Conditional marketing authorization applications 
and applications submitted under exceptional 
circumstances will be evaluated in accordance 
with UK legislation and MHRA will initially adopt 
the relevant technical guidance published by 
EMA,” the guidance notes.

Applicants who want to seek accelerated 
assessment (AA) should contact the MHRA before 
the intended date of submission, and the letter 
requesting AA should state any intention to seek 
orphan status or an exceptional circumstances 
MA. The agency will operate a “fixed submission 
date” system with a program of dates to facilitate 
planning for and agreeing the submission date 
and coordinating with appropriate meeting dates 
of the MHRA’s Commission on Human Medicines.

A valid AA application should include common 
technical document modules 2-5, a UK specific 
CTD module 1, and an appropriate risk 
management plan. “Appropriate justification and 
compliance with GB paediatric requirements and 
investigation plans should be included,” according 
to the guidance.

The assessment process will consist of two 
phases totaling 150 days, with an intervening 
clock-stop period between phase 1 and phase 
2. The first phase, including CHM consultation, 
will be completed 80 days after clock start, and 
any questions arising from the initial assessment 
will be raised with the applicant and should be 
addressed in the clock-stop period of up to 90 
days. Phase 2 assessment will begin when the 
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applicant’s responses are received.

Assessment in phase 1 will also address eligibility 
for the grant of orphan status or a conditional MA. 
“Based on the assessment, the MHRA will provide 
an opinion on approvability of the product by day 
150, and if positive, will grant the MA.”

Rolling Review
The rolling review is a new “phased, modular, 
iterative” licensing route intended to enhance 
the development of novel medicines by offering 
ongoing regulatory interaction and advice, 
allowing applicants to “get it right first time,” 
the MHRA says. Eligible products are any new 
active substances including biological/biosimilar 
medicines, based on the submission of a full GB 
MA application.

The quality, non-clinical and clinical modules 
can be submitted separately or in combination, 
depending on the individual circumstances as 
data become available. “It is expected that each 
module will be near completion to avoid multiple 

iterations of assessment of the same module,” the 
guidance notes.

Each assessment phase will progress 
independently, and any questions raised will offer 
the applicant the chance for a comprehensive 
update of the modules before final submission. 
“The final phase will involve submission of a 
complete application including updated versions 
of the modules evaluated previously.” The final 
assessment is expected to be a single phase with 
the decision on marketing authorization and will 
include the risk management plan. 

The guidance also mentions the new innovative 
licensing pathway that was first announced in 
September and offers an “innovative medicine 
designation” and a “target development profile.”  
(Also see “UK Presents New Licensing Pathway For 
Innovative Drugs” - Pink Sheet, 18 Sep, 2020.) The 
pathway was discussed in depth at the webinar 
and this will be covered in a forthcoming Pink 
Sheet article.

Sign-up to a free Pink Sheet trial for the latest Pharma Brexit 
regulatory and policy news and insight.
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