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As active pharmaceutical
ingredients (APIs) become
more sophisticated, drug
delivery options have
followed suit. Innovations in
intravenous administration
have contributed to an
increase in patient safety.
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Even when preparation was partially automated, formulations had a 22% error
rate. The State of Pharmacy Compounding Survey, conducted in 2009, found
that 30% of hospitals had experienced a
patient event attributed to an admixture
compounding error over a period of 5
years. The use of premixed IV solutions
could have reduced such life threatening
or damaging incidents.2,3
Advantages of the Premixed IV Solution
In order to ensure patient safety, the ISMP
recommends the use of commercially
prepared premixed bags over manually
compounded sterile products. Similarly,
opting for premixed bags as opposed
to admixtures ensures compliance with
the Joint Commission on the Accreditation of Healthcare Organizations (JCAHO)
standards and U.S. Pharmacopeia 797
guidelines. These guidelines state: [1]
medications should be available in readyto-administer form whenever possible; [2]
drug concentrations should be standardized; [3] medications should be available to
meet patient needs when the pharmacy is
closed; and [4] preparation of admixtures
by nursing staff should be minimized.1,4
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The margin of error this causes has been
acknowledged as a critical issue among
medical professionals. The Institute For
Safe Medication Practices National Medication Error Reporting Program (ISMPMERP) frequently receives reports regarding IV admixtures. An observational
hospital study confirmed that at least 1 in
10 of these parenteral products were improperly prepared.3

These premixed IV
solutions eliminate
the need for human
intervention in the
drug product and
are therefore the
safest option for
administration.

process contamination. This is due to inconsistent staffing and the variant environment of the compound area; variables that
are eradicated when using premixed bags.
Premixed bags produced in facilities
that are highly automated, in addition to
meeting all other requirements, benefit
from an assured level of quality. This is attributed to minimal human intervention,
a low chance of container manipulation
and accurate labeling. Received directly
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Another positive outcome of premixed solutions over
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admixtures is that reasonable dosage limitations are
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likely to encourage providers to write more cost-effective orders. Additionally, admixtures must be used
within 24 to 48 hours — premixtures can be utilized up
to two years or more. This enhances the hospital’s ability to manage stocks and increases patient treatment

Grifols is a global healthcare company with a 75-year legacy
of improving people’s health and well-being through the
development of life-saving plasma medicines, hospital
pharmacy products and diagnostic technology for clinical use.
The company is present in more than 100 countries worldwide
and its headquarters are located in Barcelona, Spain.
Grifols Partnership is a business to business contract
development and manufacturing platform for sterile solutions
and lipid emulsions with over 75 years’ experience in producing
intravenous solutions for the pharmaceutical industry.

options on-hand.
CDMO Selection for Parenteral Drug Products
Deciding between admixture and premixed IV solutions is dependent on the intended use of the drug
product and most importantly, how each form will aid
patients, with an emphasis on safety. Administrators
must also consider the level of efficiency and convenience associated with each; the pros and cons of either is a deciding factor when developing and manufacturing parenterals.
It is both complex and costly to advance a parenteral drug product. In order to achieve success in this
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Grifols is highly responsive to every customer
inquiry for contract manufacturing and offers
the agility and flexibility to switch your
concentrated formula to premixed solutions.
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