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European HTA agencies launch the Heads of

Agencies Group (HAG)

FDA-EMA Parallel Scientific Advice Pilot

program for complex generic/hybrid products

Value-based pricing of prescription drugs

benefits patients and promotes innovation

We provide an overview of the product life cycle



Supporting the development of the basis for joint work

on all HTA activities at EU level within the model of EU

cooperation anticipated by the Regulation on HTA. 

Supporting the preparation of national systems and

capacities for the adoption of the HTA Regulation. 

Supporting the joint work performed at the technical

and scientific level by HTA bodies across Europe. 

Advising policy makers and relevant EU and national

institutions on matters regarding HTA, particularly

cooperation in HTA. 

THE NEWS

On 29 September 2021, the heads of 19 European HTA

agencies came together and inaugurated a new HTA-

focused collaborative network for high level strategic

exchange and discussion.

THE IMPACT

The Heads of Agencies Group will focus on:

source: https://bit.ly/2Xrpkqm

EUROPEAN HTA AGENCIES LAUNCH THE

HEADS OF AGENCIES GROUP (HAG)



THE NEWS

FDA and European Medicines Agency (EMA) have launched a

pilot program to provide parallel scientific advice (PSA) to

applicants of abbreviated new drug applications (ANDAs) for

FDA’s complex generic drug products and of marketing

authorisation applications (MAAs) for EMA’s hybrid products. 

This pilot program is an expansion of FDA and EMA’s existing

PSA for new drugs and biological products.

The pilot program allows prospective applicants of ANDAs

to FDA and MAAs to EMA to submit a request for a

meeting with both agencies to discuss specific questions

regarding the development of complex generic

drug/hybrid products.

THE IMPACT

Successful collaboration between FDA and EMA via the PSA

pilot program may provide applicants with a deeper

understanding of the basis of regulatory decisions from both

agencies, optimize applicants’ global product development

programs, and help applicants avoid unnecessary replication

of studies or unnecessary diverse testing methodologies to

satisfy both agencies, which can shorten the time to approval.

source: https://bit.ly/3E0UioO

FDA-EMA PARALLEL SCIENTIFIC ADVICE

PILOT PROGRAM FOR COMPLEX

GENERIC/HYBRID PRODUCTS



THE NEWS

A report produced by the Center for American Progress

makes the case that value-based pricing has the potential to

better serve the American public by promoting research into

drug products with greater clinical benefit that help meet the

country’s health care needs.

In the United States, pharmaceutical companies are able to

set the price of a prescription drug at whatever they believe

the market will bear. As a result, the prices of prescription

drugs are not tied to the value those drugs provide to

patients.

The resulting high prescription prices and price hikes have a

real impact on patients: Nearly 3 in 10 American adults

reported not taking medicines as prescribed in 2019 due to

cost.

THE IMPACT

Transitioning to a value-based pricing system in the United

States, such as those used in many peer nations, would

prevent overinvestment into health conditions solely out of

the expectation of easier research leading to high profits.

Additionally, it would incentivise research into the actual

health needs of the American people.

source: https://ampr.gs/3C34BZ5

VALUE-BASED PRICING OF

PRESCRIPTION DRUGS BENEFITS

PATIENTS AND PROMOTES INNOVATION



THE NEWS

The development of new medicines is a very costly process

and the lifecycle must be managed effectively to generate

products which are sustainable and can repay significant

development costs through commercial marketing practices.

Overall, product life cycle management is essential to

consider when pharmaceutical companies are heavily

investing into the research and development of a new drug. 

It is critical to have a plan which maximises profits and

increases capital. This allows for the continued investment

into the next product, and to recover investments that were

made into drugs which ultimately failed.

THE IMPACT

The inevitable price drop, associated with patent expiry,

means that pharmaceutical companies which developed the

product can no longer continue to make large returns on

their R&D investments. However, this is an essential process

to allow drugs to become more accessible to more patients

around the world, as the cost barrier is reduced.

source: https://bit.ly/3BkQxJX

AN OVERVIEW OF THE PRODUCT 

LIFE CYCLE



"We always welcome your thoughts and opinions on
the topics raised here. 

If you’d like to share anything or hear how we can
support you in getting your product to market email
Paul and Graham, managing directors, today at:
contact@remapconsulting.com"

GET IN TOUCH

Graham Foxon
Managing Director & Founder

Paul Craddy
Managing Director & Founder
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