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Market Brief: Sales Of Patches To Treat Neurological Disorders 
Will See Fastest Growth In Global Transdermal Patch Market

Executive Summary
The overall transdermal patch market is expected 
to grow at a CAGR of 2.4% by 2024. Patches to 
treat neurological disorders will see the fastest 
growth while pain-management patches will see 
the most sales.

 

The overall transdermal patch market, which 
comprises four segments – hormone replacement 
therapy, pain management, heart disease and 
neurological disorders – is expected to see modest 
growth of 2.4%, reaching $5.5bn by 2024, a new 
analyst report says.

“Drug Delivery: Transdermal Devices” from 
Informa’s Meddevicetracker notes the two major 
players in the overall transdermal market are 
Mylan Technologies Inc. and Novartis AG with a 
share of 37.6% and 26.3%, respectively.

Patch-based systems for treating neurological 
disorders are expected to grow at the fastest rate, 
with a 3.7% compound annual growth rate (CAGR) 
by 2024, while the pain-management patch 
market is expected to bring in the most sales with 
$3.2bn over the next four years.

The market for neurological patches is driven by 
a rising aging population and associated rising 
prevalence of Alzheimer’s and Parkinson’s disease. 
Improved patient compliance for using patches 
rather than taking oral medications is another 
growth driver. Limiting growth is the lack of 
innovation in patch-based systems for treating 
major depressive disorders (MDD) and attention 
deficit hyperactivity disorder (ADHD) compared to 

oral medications, which continue to improve.

Meanwhile, the global patch-based pain-
management market has seen steady growth over 
the past few years, driven largely by the use of 
analgesic patches for managing acute and chronic 
pain.

This sector is expected to see modest growth 
of 2.8% with the highest gains being expected 
from lidocaine patches. Ongoing concerns about 
overprescribing and opioid abuse will limit growth 
in this sector.

The hormone replacement therapy patch 
segment, which is the smallest segment, is also 
expected to grow at a CAGR of 2.8% and reach 
$534m in 2024. This segment is driven by a rising 
number of menopausal women and women 
undergoing hysterectomies. The convenience of 
using patches and benefits of fewer side-effects 
compared to using oral drugs will continue to 
drive sales.

Meanwhile, sales for patch-based cardiovascular 
disease products for treating angina pectoris 
and hypertension have been declining in recent 
years with clinicians relying more on multi-drug 
regimens and generics, a trend that’s expected 
to continue. By 2024, sales in this segment are 
expected to reach $703.6m, a decline of 1.3% 
from $751m in 2019.

Leaders In Neurological, Pain-Patch Market
The fastest-growing segment of neurological 
patches is led by four players – UCB Group, 
Novartis, Mylan Technologies and Noven 
Therapeutics LLC. 
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UCB Group’s Neupro patch for treating 
Parkinson’s disease topped the list with $357.9m 
in 2019 sales, giving the firm a 39% market share 
in 2019. According to UCB Group, the COVID-19 
crisis did not disrupt its supply chain. The 
company did say, however, that it will not initiate 
new studies and halt recruiting into ongoing 
studies during this time of a public health crisis.

Novartis ranked second with a 30.7% global 
market share in 2019 and $281.8m in sales. The 
Swiss pharma giant’s Exelon patch for treating 
dementia was a blockbuster patch, but is now 
facing generic competition from Alvogen Inc., 
Amneal Pharmaceuticals LLC, Mylan and Novartis’ 
own Sandoz International GMBH unit.

Mylan Technologies held the third-leading position 
with an 8.2% market share and about $75m 
in sales. Sales of its Emsam patch for treating 
depressive disorders did not perform as well as 
expected and the patch is facing competition from 
oral drugs.

Noven Therapeutics, which once led the 
neurological patch market with its Daytrana 
ADHD patch, ranked fourth with $22.4m in 2019 

sales and a 2.4% market share. Sales of Daytrana 
decreased by 20.5% resulting from its patent 
expiration in September 2018.

The pain-management market is dominated by 
Mylan Technologies, Sandoz/Novartis, Teikoku 
Pharma USA Inc. and Mayne Pharma.

In 2019, Mylan Technologies dominated the pain 
management segment with $1.3bn in sales and 
a 48.3% market share. The company sells the 
generic Lidocaine Patch and a generic fentanyl 
patch.

Sandoz/Novartis ranked second with $1bn in 2019 
sales and a 36.4% market share. The company 
markets the generic version of Duragesic fentanyl 
patch.

Teikoku Pharma ranked third with $126.9m in 
sales and a 4.6% market share. The company’s 
Lidoderm patch has seen declining sales amid 
generic competition.

And finally, Mayne Pharma ranked fourth with 
$95m in sales and a 3.4% market share.
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FDA Withdraws Drug-Device Pathway Reg Proposal
The approach would have applied to new drug-device applications when the drug maker 
does not want to collaborate

Executive Summary
The US agency has scrapped plans for a new 
regulatory pathway that would have allowed the 
authorization of new device indications involving 
already-approved drugs without drug company 
involvement.

 

The US Food and Drug Administration is 
withdrawing a proposal that would have let the 
agency’s device center authorize new device 
indications involving already-approved drugs 
without collaboration from pharmaceutical firms.

The FDA defines devices referencing drugs, or 
DRDs, as “products labeled for a new use with 
an approved, marketed drug when the sponsor 
for the approved drug does not wish to pursue 
or collaborate on the new use.” Uses covered 
under the concept could include changes to how 
a drug is used or administered, such as a change 
to dosage, route or rate of administration, or the 
use of a drug for an indication for which it is not 
approved, the agency said. Supporters say the 
approach could allow novel treatments to reach 
patients more quickly.

The FDA first issued a request for comments 
on DRDs in September 2017 and held a public 
meeting on the topic in November 2017.

But the agency has now decided not to move 
ahead. “After further consideration and in light of 
the comments received during the public hearing 
and submitted to the docket, FDA does not intend 
to pursue the potential approach described in the 
document at this time,” the agency said in an 8 
May Federal Register notice.

The 2017 proposal and meeting attracted 12 
comments. While those from the device industry 
are broadly supportive of a DRD pathway, it came 
under fire from pharmaceutical groups.

“DRDs pose numerous significant public health, 
safety, scientific, regulatory and legal issues that 
make FDA’s proposal unworkable and potentially 
damaging to the public health,” Pharmaceutical 
Research and Manufacturers of America (PhRMA) 
VP Kelly Goldberg and senior director Ryan Kaat 
wrote in a February 2018 comment. “Utilizing 
the device premarket authorization pathway to 
regulate in the absence of collaboration from the 
drug sponsor is overly complex, burdensome, and 
may put patients and the public health at risk.”

PhRMA, along with other groups, also called into 
question whether the agency had the statutory 
authority to regulate drugs through the premarket 
approval process, which the DRD approach would 
have required.
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Drug/Device Combinations: New Position Paper Explains 
Notified Body Responsibilities

Executive Summary
Medicinal products authorities will consider a 
medtech notified body opinion on the device 
element of a drug/device combination product. 
A new position paper explains how roles and 
responsibilities are shared between medtech and 
medicinal product experts.

 

The EU’s medtech notified body association, 
TEAM-NB, has issued a position paper on 
documentation requirements for drug/device 
combination products, which also explains the 
extent of the notified bodies’ remit with products 
that also fall under medicinal product legislation.

The document focuses on products that fall under 
the scope of Article 117 of the EU’s Medical Device 
Regulation (MDR).

Article 117 amends the medicinal products 
Directive 2001/83/EC (point 12 of Section 3.2) 
to state that the medicinal products marketing 
authorization dossier must include a notified body 
opinion on the conformity of the device element 
of a drug/device product with general safety and 
performance requirements (GSPRs) set out in the 
MDR’s Annex I.

The involvement of a notified body is made clear 
in the MDR, whereas it has not been specified in 
the text of the current Medical Devices Directive.

TEAM-NB’s position paper notes that where GSPRs 
focus not only on the device part, but also on 

its interoperability and compatibility with other 
devices, products or substances (as specified in 
GSPRs 10.3 and 14.5), a notified body must also 
consider the influence of the other device, product 
or substance on the device part of the drug/device 
product.

This aspect of impact assessment also applies 
to specific manufacturing technologies, such 
as sterilisation (as specified in GSPR 11.4), the 
association says.

The notified body should therefore assess if the 
respective technology or method has any impact 
on the safety and performance of the device part.

Any impact assessment performed by the 
medicinal product authorities – ie the national 
competent authorities or the European Medicines 
Agency – as part of the assessment of the 
marketing authorization dossier, would need 
to focus on the effect of any product, device, 
substance and/or manufacturing technology on 
the medicinal product part.

It is then the responsibility of the medicinal 
product authority to weight up the medicinal 
product and the notified body opinions in making 
a final decision about the conformity of the 
integral product with Directive 2001/83/EC, which 
relates to medicinal products for human use.

The position paper also explains what is needed in 
terms of the structure, content and format of the 
submission file for the device part.
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Devices Containing Ancillary Medicines Likely To Need ‘Near 
Full Review’ Under MDR

Executive Summary
Latest EU guidance highlights the challenges 
ahead for class III, high-risk, device/drug 
combinations when preparing for compliance 
under the tougher requirements of the MDR.

 

Manufacturers of medical devices containing 
ancillary medicinal substances are likely to have a 
lengthy journey to conformity assessment under 
the Medical Device Regulation (MDR), according to 
the latest EU guidance.

This is even if the identical product has already 
been successfully audited by a notified body 
under the existing Medical Devices Directive 
(MDD) or Active Implantable Medical Device 
Directive (AIMDD).

While there is a similar requirement for the 
involvement of a medicinal product authority in 
the drug component under the MDD and AIMDD, 
which remain in force until 26 May 2021, the MDR 
requirements are stricter and more detailed which 
accounts for why some products may not have an 
easy passage onto the market under the MDR.

The deadline for compliance for totally new 
products would be 26 May next year, while other 
products will be able to benefit from the grace 
period and remain on the market until 26 May 
2024 under the current medical device directives, 
if certain conditions are met, Medtech Insight 
notes. But by 26 May 2024, even established 
products will need to go through the new, more 
stringent processes.

This latest position is clarified in a  new six-page 
guidance from the European Commission’s 
Medical Device Coordination Group (MDCG). 
The guidance covers transitional provisions 
for consultations of authorities on devices 
incorporating a substance that may be considered 
a medicinal product, and which has an action 
ancillary to that of the device, as well as on devices 
manufactured using transmissible spongiform 
encephalopathy (TSE)-susceptible animal tissues.

This guidance (MDCG 2020-12) also covers in 
its scope human blood derivatives which have 
an action ancillary to the device where the 
notified body is required to consult the European 
Medicines Agency.

The guidance states that “there may be changes in 
the documentation of the device due to the new 
requirements of the MDR, for example in clinical 
evaluation, which have a bearing on the quality, 
safety or usefulness of the ancillary substance. “

It also states that the notified body may change its 
the assessment of the device and documentation 
under the MDR, requiring a reassessment or 
the medicinal products authority may have 
new information on the substance, leading to a 
modified or different opinion.

This should include the last opinion of the 
medicinal products authority under the MDD/
AIMDD (whether initial or supplementary), as well 
as a consolidated list of changes.

And it goes one step further than the MDD and 
AIMDD to clearly state that the notified body may 
not award the certificate if the medicinal products 
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authority opinion is unfavorable.

Possibility To Change Medicinal Products 
Authority
The notified body can approach any of the 
medicinal products authorities authorized to 
assess the drug, and not necessarily the one 
consulted under the MDD/AIMDD, except in cases 
where the drug element must go through the 
European Medicines Authority (EMA).

This is important in the context of Brexit given 
the frequency with which the UK’s Medicines 
and Healthcare products Regulatory Agency 
(MHRA) has provided its opinions for the 
medicinal product elements of class III device/
drug combinations, a role that looks set to be 
redundant at the end of the UK withdrawal 
agreement at the end of this year, Medtech Insight 
notes.

Discretionary Acceleration In Review
Where there are no changes to the medicinal 
product, nor to the medical devices element, 
this should be declared and, if many elements 
concerning the substance remain identical, 
then the medicinal products authority is “highly 
recommended to expedite its review,” the MDCG 
says.

Medical Devices Containing Animal Tissue
The guidance also covers in its scope medical 

devices containing animal tissue susceptible to 
TSE.

It was already mandatory through Regulation 
722/2012, concerning active implantable medical 
devices and medical devices manufactured 
utilizing tissues of animal origin, for notified 
bodies, through their competent authority, to 
carry out a consultation of the other competent 
authorities and the commission on the safety of 
the animal tissue element. Under the MDR, this 
requirement remains unchanged.

Under the first certification under the MDR, 
the notified body is required to submit the full 
summary evaluation report as stated in Regulation 
(EU) 722/2012 to the competent authorities. If 
there have been no changes to the documentation 
required from the manufacturer, the summary 
evaluation report may be accompanied by a 
declaration by the notified body, stating elements 
that have remained identical. In addition, if there 
have been no changes to the assessment of this 
documentation by the notified body, this may also 
be included in the declaration.

As with medical devices containing ancillary 
medicinal products, the MDCG recommends 
an expedited review if many elements of the 
summary evaluation report for the MDR remain 
identical to the submissions under the MDD or 
AIMDD.
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More Talk, Less Work: US FDA Outlines Expectations For 
Combo Products Discussions

Executive Summary
A new FDA draft guidance says manufacturers 
of combination products should first review 
existing combination product guidances and 
submit questions before asking for a combination 
product agreement meeting with regulators to 
get clarification. The guidance outlines what is 
expected of both sides in such meetings.

 

Before coming to the US Food and Drug 
Administration to set up a meeting about 
combination products review, sponsors should 
first read up on guidances the agency has already 
put out and submit questions in digital form, 
such as through the FDA’s Center for Devices 
and Radiological Health’s (CDHR) pre-submission 
process. Then, manufacturers can set up a face-
to-face meeting with regulators to clarify issues.

On 23 December, the FDA published its draft 
guidance titled, “Requesting FDA Feedback on 
Combination Products,” that summarizes the 
agency’s expectations for combination product 
agreement meetings (CPAM). The meetings are 
required by the FDA as part of the 21st Century 
Cures Act, which was enacted in December 2016.

After industry complained that sponsors were not 
getting enough clarification on their combination 
products, lawmakers told the FDA it needs to 
set up a process that would allow companies to 
meet with regulators face-to-face to get questions 
answered about their product.

Back in October 2018, John Barlow Weiner, 
associate director for policy in FDA’s Office 

of Combination Products, said the agency 
was working on the guidance that would set 
expectations for such meetings. The top regulator 
said the meetings would be designed to come to 
informal agreements of what the agency is looking 
for in sponsors’ applications and would act as add-
ons to existing pre-submission meetings. (Also 
see “’Combination Product Agreement Meetings’ 
Coming Soon From US FDA” - Medtech Insight, 23 
Oct, 2018.)

The draft guidance spells out how sponsors can 
determine which product review center within 
the FDA will be responsible for overseeing their 
combination product application, based on 
the primary mode of action, and help answer 
questions.

The FDA has already released a number of combo 
product guidances over the years that the agency 
states sponsors should first consult.

Most recently, it published a draft guidance that 
makes it easier for users to understand how to 
provide details in combo product labeling. (Also 
see “FDA Draft Guidance Urges Consistency, 
Plain Language In Combo Product Instructions” - 
Medtech Insight, 2 Jul, 2019.)

The newest guidance states that sponsors should 
use existing applications that use digital tools, 
such as email and online forms, as well as other 
meeting opportunities, to submit questions to 
the FDA before setting up a CPAM. Such venues 
include the pre-submission process used by the 
CDRH and the Center for Biologics Evaluation 
and Research (CBER). A similar process for formal 
meetings can also be initiated at CBER, and 
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with the FDA’s Center for Drug Evaluation and 
Research.

“The agency encourages the use of application-
based mechanisms as generally offering the most 
efficient and effective means to obtain feedback 
upon which the combination product sponsor 
can rely,” said the FDA. “Specific questions 
on topics for which the agency has already 
published technical guidance, such as requests 
for clarification on how to conduct testing 
described in an FDA guidance or in accordance 
with a recognized standard, should be addressed 
through application-based mechanisms.”

The agency emphasizes that CPAMs may 
complement questions submitted via the 
applications but should not be used as a 
substitute. Maybe even more importantly, they 
should not be used to resolve scientific and 
regulatory disputes that would otherwise be 
reviewed by the lead center through its dispute 
resolution and appeals process.

“Because it may be challenging to reach 
agreement in circumstances of uncertainty or 
limited data, the agency encourages sponsors 
to consider CPAMs only when they believe they 
have identified the indication for use and design 
of the combination product they will pursue and 
sufficient information can be provided to ensure 
an effective review by all relevant disciplines 
and centers,” said the FDA. “Accordingly, it may 
be helpful to interact through application-based 
mechanisms to provide FDA an opportunity to 
evaluate technical data or engage in scientific 
discussion before considering a CPAM.”

In general, the agency says that sponsors should 
follow best practices. Companies should pose 
clear and appropriate questions regarding their 
combination product, submit comprehensive 
rationales, provide information that is pertinent 
to clarifying issues, and communicate questions 
through the person of contact (POC) at the 
designated center.

The FDA also lists best practices it will follow 
such as notifying the sponsor of the designated 
POC, engaging the relevant expertise on the topic 
in question at the agency, consolidating all the 
feedback as much as possible into their response 
and providing reliable advice.

When sponsors request a CPAM, they should 
identify the product in question and include 
information not just on the combination product 
itself, but also the constituent parts.

In particular, the FDA says the sponsor should 
state, “Combination Product Agreement Meeting 
Request” in its cover letter and provide complete 
information on the product and questions as 
elaborated in the guidance.

“FDA encourages sponsors, where possible, to 
consolidate related issues for the combination 
product that are ready for consideration into a 
single CPAM request, as opposed to submitting 
multiple CPAM requests,” added the agency.

Stakeholders interested in commenting on the 
draft guidance can do so on www.regulations.
gov under docket no. FDA-2019-D-4739, until 24 
February.
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Access the full article coverage on Drug Delivery from 
Medtech Insight here

https://medtech.pharmaintelligence.informa.com/

