
 

                                 Issue 07 

 

December 2020                                March 2021    Issue 08 
Galenisys SARL, 28 rue Meslay, 75003 Paris, France 

info@galenisys-pc.com        www.galenisys-pc.com 

NEWSLETTER 
February 2021   Issue 08 

In this Edition: 

 

The Pop-Up Vaccine Factories  Business Oversight in Healthcare  

  

Quality Control in the Supply Chain  A Better Website  

     

 

 

   

Tony Dunford 

"The Pop-Up Vaccine Factories" * 

 

In his classic book "Slowly Down the Ganges" Eric Newby describes the ruins of towns, 

mosques, & temples which the Ganges leaves stranded, as it radically changes its' course 

through India over the centuries. The floods rush on a new way, leaving backwaters. 

I was reminded of this when listening to a Bloomberg podcast*recently. The reporter 

illustrated the effects on the pharma industry of a huge impetus - equivalent to the Ganges 

floods - in the 12months since WHO declared COVID 19 a Global Pandemic. 

“Spending money like water” the UK Government pre-ordered quantities of all the front 

running vaccines – & in the event the bets turned out to be winners. 

In the USA the cash for “Project Warpspeed” came from Industry, & Donors , (as well as 

Government). 

However the podcast centred in detail on efforts in Germany : 

Moving quickly to ramp up vaccine development & production, BioNTech scouted for 

existing facilities, & found a factory in Marburg that Novartis wanted to sell. BioNTech 

bought it in Sept 2020. It had key assets - 12 bioreactors & 300 trained staff. A flood of 

$450m had appeared from the German Government, to facilitate things. 

Following demolition, construction, & bioreactor repurposing, the test batches of the 

BioNTech-Pfizer vaccine are being produced right now in the revamped factory. 

And here's the thing......., if successful & passed, each test batch will be used for the 

vaccination of (8million of) the population at large, this April.  

My three main “takeaways” from these Covid episodes are: 

• Governments are rewriting the Regulatory playbook. 

• If your project doesn't get the money & help it needs quickly, maybe it never will….. 

the flood moves on elsewhere. 

• The burden of expectation on science & the industry is greatly increasing. 

 

Tony Dunford Editor. 

 

mailto:info@galenisys-pc.com


 

 

 

 

 

 

 

 

 

 

 

 

  

Much emphasis is placed on the Quality/Regulatory organisation in the manufacture of a 

commercial drug product but too often the focus ends at this point. However, once the finished 

product has been approved, and given the green light by the regulators, a whole new area of 

activity, & success (or failure), opens up - routinely getting the products through often complex 

distribution, to customers and patients.  

As we have recently seen with the controversy around Covid19 vaccine availability in the EU; 

issues with management of the various supply chains and distribution, can often cause bigger 

problems once the product is on the market than anything experienced earlier in the products 

life. 

At Galenisys, we can offer a few tips for ensuring these problems are prevented by some basic, 

careful, & proactive planning well before the product gets to market. That way supply is 

uninterrupted and sufficient stock reaches customers in accordance with their needs. The 

adverse publicity, as well as additional costs, that comes with supply shortages, are thus 

avoided. 

Quantified KPI’s used in the QMS for the supply chain, should be established for these factors: 

• On time delivery. 

• Quality of product received by the customer. 

• Lapsed time for resolution of quality complaints. 

• Assessment of suppliers / service providers via audit and issue resolution. 

Others may be added dependant on the particular circumstances for each product. 

A few points to consider when constructing your supply chain, which are congruent with the 

points above, are: 

• Get an overview of the whole supply chain. Ensure you can collect performance and 

other relevant data at every stage. This may give early indications of any potential 

problems arising (as OOT does in a manufacturing quality control environment). 

• Make sure the chosen KPI’s focus on the important things – only look to resolve issues 

based on the impact that they have on the business.  

• Once you have your supply chain established, ensure it is fit for purpose by validation. 

Transport and storage condition validation are particularly important, especially if there 

is a need for temperature control. Both must be well documented for specific 

distribution routes, to ensure continuity of supply. 

• Always look to improve the robustness of your supply chain. This is done by constant 

review of supplier performance as well as regular audits. When developing your supply 

chain ensure you have at least one back-up supplier for all key components and make 

sure you use them even if they are not your main source. 

• Swift, satisfactory resolution of customer complaints is a must. For dealing with these, 

ensure a detailed procedure, well communicated, exists for all key customers. 

• Keep your customers up to date, and don’t overpromise. 

If the above points are well covered, then your supply chain should perform as desired, and will 

be an asset rather than an issue for your business. 

Poor Corporate Governance and Oversight are frequently cited factors in Observations of poor 

quality and non-compliances, by Regulatory agencies, particularly FDA investigators following 

(GMP, GCP and PAI) inspections. 

Official enquiries into major tragedies in other industries often mention Poor Corporate 

QUALITY CONTROL IN SUPPLY CHAIN MANAGEMENT 

It’s not enough to get your (new) products “out of the door” - in particular when your customers 

are Governments, Health Services, & NGOs. Understanding the whole supply chains, the 

responsibilities, and expectations; is crucially important, as Terry Simmons points out. 



 

 

A Better Website 
 

Galenisys are delighted to announce that our website has recently completed a 

makeover and update, and has gone live. We have used very versatile software 

which will have benefits for our visitors, and help us to respond quickly to your 

enquiries. 

 

As mentioned in our first article, the advances in healthcare are arriving more 

frequently, technology is changing more rapidly, and news is travelling more 

quickly worldwide. 

 

A few years ago we recognized the vital importance of data security and 

confidentiality to our clients. Following this we undertook a comprehensive 

review of the Galenisys IT, data protection, communications and business 

security arrangements, and as a result installed new IT hardware & software 

including email encryption. The upgrade reflects these precautions, & the 

website doesn’t carry links to Social Media sites.  

 

A key website improvement is to be able to quickly & frequently update the 

“Posts” section with News & Topical items relevant to you. Where appropriate 

we’ll make these specific to the four different language versions of the website: 

United States of America   Spain & Latin America  

France and Emerging Markets  United Kingdom 

 

These versions reflect the responsibilities of the various members of our 

Management Team.  

 

So, we have improved the “Contact Us” pages so that the emails you send us 

from there, via: 

info@galenisys-pc.com   or 

infoSpain@galenisys-pc.com  or 

infoFrance@galenisys-pc.com  or 

infoUK@galenisys-pc.com 

 

will promptly go to both of the 2 Management Team members responsible for 

each of these 4 different focus areas. 

 

Navigating the website is easier, as the language version button and main page 

choice, are highlighted. 

 

We also plan update the pages from time to time. However, we wanted to 

retain the style & layout of the website – it’s logical - our Areas of Excellence, 

built up over decades in the industry, have, of course, stayed the same! 

We hope you like it – let us know. 

 



 

For further information on these and other topics in the Pharmaceutical Industry,  

please contact Steve Biddulph, Managing Director                                                                   

Mobile + 33 6 32 32 99 27  

email steve.biddulph@galenisys-pc.com 

 

Business Oversight in Healthcare Industries  

In the 2nd article about Good Governance & Oversight, Steve Biddulph emphasises why 

CEOs must demonstrate Oversight of the Quality Management System, and illustrates 

the mechanisms to do it effectively. 

 

Business Oversight in the Healthcare Industries 

THE REQUIREMENTS 

Company Management is expected to ensure compliance with all relevant regulatory requirements. 

These, obviously, include the various GxPs; and other guidelines. The requirements are primarily: 

management verification that the systems - put into place to define the company’s Quality Policy & the 

Quality Management System (QMS) - are operating as intended, and that the company activities are in a 

state of sustainable compliance. 

However, the FDA and EMA have often found that companies do not practice formal oversight of their 

activities. Warning signals showing that activities are not in compliance, are either, not detected, 

ignored; or are “not rationalized” to demonstrate there is no impact on Quality and Compliance. 

 

THE RESPONSIBILITIES 

1  The Chief Executive Officer (CEO ) has ultimate responsibility for Product Quality*, the QMS* 

and Regulatory Compliance*. He /she must ensure that the Quality Unit (see below) is an independent 

organisation within the company; & that it practices reviews of all activities that may impact the 

requirements of the above*. 

The CEOs’ responsibilities are evidenced in the Consent Decrees issued by FDA, and the Regulatory 

Actions taken by the EMA and other Agencies. In USA these CEO responsibilities were confirmed in the 

Supreme Court, in the Dotterweich and Park rulings. Similarly, in Europe, Company responsibility also 

rests on the shoulders of the CEO and his Executive Management Team; as can be seen through the 

court cases that have been brought against companies for issues with products and negligence. In 

summary the CEOs’ oversight responsibility is to ensure that the Company’s Quality Unit (see below) is 

operating effectively. 

2  The Company’s Quality Unit (the QU) is responsible for establishing, managing, & verifying the 

performance of a comprehensive Quality Management System (QMS) and the Companys’ compliance 

with it. 

3  However, all company functions are responsible for ensuring that their specific activities (which 

necessarily the QMS covers) are in compliance.  

 

THE MANAGEMENT REVIEWS 

Although the QU operates independently within the company, the CEO in Executive Management 

meetings must formally and regularly hold the QU accountable, by assessing the performance of the 

QMS. The QU should prepare & present the QMS reviews to CEO meetings; including such items as: 

• Serious Quality and Compliance Issues - Management of suppliers and sub-contractors 

• Complaints -Adverse Drug Events -Non-conformities/CAPAs 

• QMS metrics (prepared - with the QU - by each company function for their specific 

activities within the QMS)  

 

Via this oversight, the CEO (with his Executive Management) can ensure that the issues raised 

in reviews are addressed - and corrective actions defined, funded, staffed, & implemented, - in 

order to discharge his responsibilities for Good Governance. 


