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U.S. MARKET
Remimazolam (BYFAVOTM) received U.S. marketing approval July 2 and its required drug  
scheduling from the Drug Enforcement Administration (DEA) October 6. 

With this designation, PAION’s U.S. partner Acacia Pharma has cleared the final hurdle on the 
path to commercial launch of remimazolam. The drug is expected to be commercially available 
there by end of 2020.

Remimazolam has been designated a Schedule IV medicine. This includes 
remimazolam in the schedule of drugs with a low potential for abuse, a low risk 
of dependence and is consistent with the designation granted to many other 
benzodiazepine drugs, including midazolam and diazepam (Valium®). 

We have a joint steering committee with Acacia Pharma that is monitoring the 
preparation for launch, future clinical plans and maybe even Phase IV post-
marketing studies. The two companies are and will be working very closely 
together to maximize successful sales in the U.S. 

      Dear Valued PAION Shareholders,

It is with great enthusiasm that I bring you the PAION 
Insights newsletter. 2020 has been an incredibly successful 
year for PAION and I am eager to tell you how we plan to finish 
on a high note and set our sights even higher in the year 
ahead. My intention is to bring you inside our operations and 
provide a window through which you can view our activities.  
I am also keen to provide a little peace of mind around the 
value of your investment in PAION as we all wade through this 
unprecedented and uncertain time dominated by COVID-19.

Before I dive right into the exciting work we are doing on the 
global commercialization of remimazolam, let me take a mi-
nute to share a little about my background and what motiva-
tes me personally. Some of you know I trained as a medic in 
the UK back in the 1980s. I imagine you probably don’t know 
that I was voted by my colleagues as least likely to practice 
medicine because it was clear I had much more of a head for 
business. After doing the usual couple of years in the British 
national health system (NHS), I completed an MBA in London 
and shortly after joined the world of big pharma. Since 2004, 
I’ve been in the entrepreneurial world working with several 
biotech and pharma companies. 

My remit at PAION is to build a successful commercial busi-
ness around remimazolam and develop the company focus 
from research to commercial operations. I will also look for 
new products to round out our portfolio. I am delighted to be 
here and grateful to you, our supporters, for your interest.

Please, read on! 
Kind regards, Jim

Dr. James (Jim) Phillips 
Chief Executive Officer of PAION AG

We are pleased that 
ODDO BHF has started 
the research coverage for 
PAION with a buy rating 
(target price: EUR 4.00).“
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SOUTH KOREA
Remimazolam is awaiting approval in South 
Korea which is expected very soon. PAION’s  
partner Hana Pharm had a terrific ground 
breaking ceremony of a new production plant  
in July. The new facility features major produc-
tion lines for remimazolam. Products manu- 
factured there will be distributed to much of 
South East Asia including the Philippines,  
Vietnam, and Thailand.

CHINA LAUNCH
China is one of the largest markets in the world for anesthetics. Even with China’s economy 
still burgeoning, the country’s large population has driven the use of anesthetics and sedation  
to more than $1 billion a year.  

PAION’s partner in China, Yichang Humanwell, is the country’s leading R&D and manufac-
turing center for anesthetics. Yichang Humanwell held a launch of remimazolam in July with 
Chairman Li Jie opening the event. Li’s remarks went a long way toward emphasizing PAION’s 
key messages about the innovative contribution remimazolam brings to the market, even calling 
it “unstoppable”. 

Professor Dr. Wang Dongxin from Peking University First Hospital and Pro-
fessor Dr. Qulian Guo, from Xiangya Hospital at the Central South University 
provided the clinical overview.

According to the presentation, a total of 13 medical units across China  
participated in clinical Phases I - III of remimazolam in colonoscopy sedation. 
The trial program lasted four years. Propofol was selected as the control with 
dosage based on “the clinical needs of China.” Study results show the seda-
tion success rate of remimazolam in colonoscopy diagnosis and treatment to 
be not inferior to propofol. Its resuscitation quality was found to be equivalent to 
propofol and data showed the drug is significantly better than propofol in terms 
of side effects related to circulation, breathing and injection pain.

JAPAN
In Japan remimazolam is marketed by Mundi-
pharma which received marketing approval  
in January. The price has also been agreed so 
the Japanese market is now fully available 
based on the national reimbursement scheme. 
Mundipharma is already successfully selling re-
mimazolam to hospitals and has reported that 
because doctors have had nothing new for over 
20 years, they are highly interested in the pro-
duct. Japan is a significant part of next year’s 
expectations as the majority of our revenues in 
2021 will come from there, as well as China and 
the U.S. 
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EFFECTS OF COVID-19 
An update on the commercialization of remimazolam without including changes in the wake 
of COVID-19 would be incomplete. Because of the pandemic, hospitals are steadfastly trying to 
contain the virus and not allowing visits from sales reps in many parts of the world. This has led 
pharma sales methods to change very quickly. There is much less direct sales rep interaction.  
In place of that, there is an increasing adoption and acceptance (by doctors, too) of hybrid 
models of selling. 

For instance, webinars in Japan have been attended by groups  
as large as 1,000 doctors or more. That gives us good reason  
to believe the appetite for new products is still high and that  
although reps can’t call as much as they used to, sales  
uptake won’t be negatively affected. Embracing new  
technologies and using them to ensure successful  
launches is absolutely key to the future. Remote selling  
and detailing is becoming normal and accepted  
in the industry. 

NEW HEAD OF PHARMACEUTICAL OPERATIONS
To support its quickly developing commercial activities, PAION has established a new depart-
ment for pharmaceutical operations. The group is responsible for work streams including: 
contract manufacturing of API and drug product, contract packaging (incl. artwork management 
and serialization), third party logistics, transportation, supply chain operations and customer 
access. 

A tremendous amount of detailed work is going on in the group to ensure PAION is fully up  
to speed and ready to supply API and product to licensees, process all orders and meet all  
distribution demands on time and with the highest level of quality.

The head of this critical department is Dr. Jörg Köhler. As Senior Vice President Pharma- 
ceutical Operations, Jörg and his team will be responsible for establishing and continuously 
improving the processes, systems, information and resources that manage the transfer of  
raw materials to finished products and deliver them to PAION customers.

Jörg is an inspiring leader with 25 years of work experience in Supply Chain, Production and  
Project Management. He spent more than 12 years of that time in the pharmaceutical industry. 
Jörg has a strong expertise in the areas of business process improvement and digitalization, 
quality management, change management and organizational development.

All of us at PAION wish Jörg the greatest success in his new position.

Dr. Jörg Köhler 
Senior Vice President Pharmaceutical  
Operations of PAION AG

Disclaimer 
The information (information for shareholders) contained in this newsletter is intended for the purpose of providing management information of PAION AG and its affiliates (hereinafter collectively 
referred to as „PAION“) and does not constitute a solicitation for investments. Therefore, when making actual investments, please be sure investments are made based solely on your own judgment. 
In no event will PAION be liable for any losses you may incur based on the information contained in this newsletter. Although the information provided in this newsletter has been compiled with the 
utmost care, PAION does not guarantee the accuracy or the certainty of the information in this newsletter. In no event will PAION be liable for any losses you may incur as a result of using or not being 
able to use the information provided in this newsletter. The information provided in this newsletter may contain forward-looking statements, which have been compiled based on the information 
available at the time of compilation. However, as a result of changes, such as those in the economic situation or in the market condition, actual future results may differ from these forecasts. When 
considering factors such as the performance and corporate value of PAION, please refrain from making judgment based entirely on these forecasts.


