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Despite the growth of biologic drugs, medicines based on
small molecules remain important in the treatment of all
types of diseases. Small molecule injectable drugs are often
necessary for the treatment of hospital patients. Production
of sterile injectable projects is much more complex and
challenging than oral dose manufacturing. A commitment
to quality, robust processes and knowledge of the end user
are essential for CDMOs providing these services.

DON’T COUNT OUT SMALL MOLECULES
These days small molecule drugs don’t
seem to receive the attention that biologics do. They are just as relevant today as
they ever have been, however. In fact, they
account for approximately two-thirds of
drugs in the pharmaceutical industry pipeline.1
In addition, the majority of FDA new drug
approvals have gone to small molecule
drugs in the past several years. Specifically, in 2015, 33 of the 45 new drugs approved
by FDA were small molecules,2 while in
2016, 15 out of 22 newly approved products
were based on chemical active pharmaceutical ingredients (APIs).3 Furthermore,
as recently as 2014, small molecule drugs
accounted for 84% of pharmaceutical industry revenues.4 Five of the top 10 drugs
in terms of revenue, and nine out of the top
10 most-prescribed drugs, were based on
small molecule APIs.5
It is also worth noting that the global
market
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plastic bags and deliver a fixed dose,
ensuring accurate delivery of the drug to
the patient and reducing waste.
QUALITY, QUALITY AND MORE QUALITY
Processes involved in the manufacture of
sterile parenteral products are typically
more complex than those required for the
production of oral dosage forms. The stability of parenteral solutions must be assured. The product must be sufficiently
stable to remain in solution (or within the
freeze-dried cake) for a reasonable amount
of time.
In addition, compatibility studies must
be conducted to ensure that there are no
interactions between the drug product/
solution and the glass or plastic container,
rubber stoppers, etc. Products packaged in
plastic must also undergo extractable and
leachable testing to ensure that no additives in the plastic contaminate the drug
product. Sterility assurance is also essential. Studies must be conducted to confirm
that there is no bacterial or fungal contamination of the formulated product. Transportation and logistics can also be an issue
if low-temperature storage or other special
conditions are required.
All of these issues relate directly to
product quality. A culture of quality and
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A CULTURE OF QUALITY
AND EFFECTIVE QUALITY
SYSTEMS ARE ESSENTIAL
FOR SUCCESSFUL
PRODUCTION OF COMPLEX
PRODUCTS SUCH AS
STERILE INJECTABLES.
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and patient safety.
We have both “Form-Fill-Seal” technology for the production of polypropylene
bags and fully automated glass vial filling
lines designed to minimize human interactions with drug products. Artificial vision
systems (developed in collaboration with

LinkedIn www.linkedin.com/in/marga-viñes-a9aa748
Email marga.vines@grifols.com

Diagnostic Grifols) also enable the automatic inspection of injectable products
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Grifols guides pharmaceutical companies
through the process of switching from
concentrated formula to pre-mixed
solution in ready-to-use
flexible bags
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