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I fi nd the current discussions among poli-

ticians and virologists about delays in the 

supply of Corona vaccines more than un-

fortunate. In our industry, when new car 

models or medical products are to be laun-

ched, it is assumed that it will take years 

of advanced planning to guarantee a se-

cure long-term supply to the market. But 

when it comes to the distribution of vacci-

nes, it is supposed to work fl awlessly wit-

hin a few months?!

I remember ver y well the high-speed 

ramp-up of the production of a new mo-

bile phone back in the days when there 

were still mobile phones from Siemens 

and Nokia. These extremely short-lived 

products were given to the manufacturer 

with the directive that within six months 

production should be up and running for 

about 500,000 cases following the design 

freeze. At that time, there were still seve-

ral companies in Germany that were able 

to do this for the various major custo-

mers. I was able to follow a project for in-

stance, where a new production hall was 

built, 21 new injection moulding machi-

nes were bought and over 40 injection 

moulds were built. All this preliminary 

work was manageable. The key, however, 

was the successful installation of a com-

pletely newly developed assembly line 

that was to join the complete housing 

of the mobile phone from 19 individual 

Safe new start-ups 

take time, especially in 

medical technology!

components. In the end, various initial 

bugs led to a much slower delivery to the 

market than planned.

The customers were understanding when 

it came to all the delays as long as they 

saw that exhaustive work was being done 

to solve the problems. As a rule, it was 

technicians on the customer side who 

were aware of their company's ambitious 

goals and served as interpreters to mar-

keting and sales, so to speak. In the end, 

they were able to jointly celebrate the 

successful market delivery with a delay of 

“only” two months, which did not detract 

from the success of the design. Despite all 

the effort, these designs usually only ope-

rate for only one year. After that, the cycle 

starts all over again. - This is what is tech-

nically possible. However, different rules 

apply to medical devices.

The qualifi cation and validation of new 

processes in medical technology are most 

strictly defined and regulated. Even a 

small change in the formulation of an al-

ready approved mass-produced item re-

quires numerous risk analyses, tests and 

verifi cations before it is allowed to enter 

the market. Due to the time standardised 

test series take, one has to wait months 

or years for certifi cation of the notifi ed 

bodies alone. Only then are the approvals 

suffi cient for entering the market.

I wish that in every discussion about the 

“incompetence” of the large vaccine ma-

nufacturers, technicians and experts who 

are familiar with such production proces-

ses and could at least promote some un-

derstanding would have, for once, their 

input heard. After all, we all want to be 

injected with products that are manufac-

tured safely and are not “good” by mere 

chance. Here, new products are introdu-

ced to the market, some of which are (or 

supposed to be) processed through com-

pletely new fi lling lines with the highest 

hygiene requirements in order to increa-

se the output quantities. The installation, 

qualifi cation and validation of such new 

equipment typically take years!
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