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‘Compounding or manufacturing: the
Insurance perspective

The question of whether a practice
is either compounding or manufactur-
ing is one that continues to be asked.
Most of the time, the answer is less than
clear. Imagine that there is a spectrum
with compounding on one end and
manufacturing on the other. Itiseasy to
determine compounding when an indi-
vidual patient brings in a single pre-
scription to be compounded. It is also
easy to look at the large manufacturing
companies and say that they are manu-
facturing. What about the myriad of
practices in between? How does insur-
ance deal with compounding practices?

Compoundingis one of the compo-
nents of Pharmacy Services that is
defined in the Pharmacy Professional
Liability endorsement and the Indi-
vidual Pharmacist Professional Li-
ability Policy. For purposes of cover-
age, the first step is to

haven’t yet received the second pre-
scription.

The definition of compounding also
includes other compounding practices
approved by the board of pharmacy in
your state. This would include prac-
tices that do not otherwise fit the defi-
nitions above, for example, the com-
pounding of products for use in the
physician’s office or for sale in your
pharmacy as an OTC product. Note that
the triad is missing in both of these
situations and would therefore not meet
the previous definition of compound-
ing. How do you know what is allowed
in your state? Refer to the Pharmacy
Practice Act and the pharmacy board’s
regulations for your state. Most states
do not allow the compounding of prod-
ucts for OTC sale. Many states allow
the compounding of products for use in
the physician’s office. How-

look to the definitions con-
tained in the policy. The
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Compounding also
includes preparation of products in an-
ticipation of such prescriptions based
on a history of receiving these prescrip-
tions. Assume, for example, that your
pharmacy is located near a dermatolo-
gist and for the last few months you
have received prescriptions for a par-
ticular compound twice a day. You
could choose to prepare both prescrip-
tions at the same time, even though you

Mutual policies and it is
excluded from coverage. By defini-
tion, manufacturing includes the pro-
motion and marketing of particular drug
products (this is not the promotion and
marketing of the fact that your phar-
macy is a compounding pharmacy).
Manufacturing also includes the prepa-
ration of commercially available prod-
ucts for re-sale.

The closer a practice moves towards

the manufacturing end of
the spectrum, the more
likely the practice will
garner the attention of the
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state boards of pharmacy and com-
pounding pharmacists. This friction
results because of the spectrum of ac-
tivities outlined above. No one knows
exactly where the line is crossed be-
tween compounding and manufactur-
ing. Using the dermatologist’s prescrip-
tion example above, what would be a
reasonable amount to prepare in antici-
pation of prescriptions? Most pharma-
cists would agree one day’s supply is
fine; so would two day’s supply or
three. What about 6 months? A year?
At what point can the compounding
pharmacist be assured that the com-
pounded product is still potent, safe,
and sterile (if required)?

Many times the pharmacist does not
know the line has been crossed until
regulators appear on the doorstep. Then
it is too late to practice risk manage-
ment. There are three steps you should
take before you cross the line between
compounding and manufacturing.

First,youshouldsurvey your com-
pounding practices. Make sure you
have the proper training and the proper
equipment for the types of compound-
ing you are doing. Look closely at any
compounding practices that do not in-
volve the triad.

Second, review your state’s Phar-
macy Practice Act and pharmacy

Compounding continued on page 2

This article provides only a paraphrased synopsis of the insurance policy and does not grant nor exclude coverage. Any coverage determinations
will be made at the time that a claim is reported and will be governed by the definitions, conditions and exclusions contained in the entire policy.



Compounding -- confinued

board regulatioms. Look for prowi-
sions that address the types of activities
in which you are engaged. Do not
gssume that because someone else is
also engaged in that practice that it is
permissible. Because the language of
the insurance policy is ded to the ac-
tivities that your state board allows, this
step is crucial to any fnfure coverage
determinations.

Third. look at the moiivation he-
hind your compommding practices.
Does the patient need a compounded
product because of allergy problems,

roate of adminisgation, or other such
reasons? Greed has been at the heart of
some of the most well known com-
pounding tragedies in the last few years.
Profit is not a dirty word, but it should
not come at the expense of the patients
health and safety. The treatment and
care of your patients should be your
primary motivation,

Following the three steps outlined
above should enable you to distinguish
whether your practice is compounding
or manufacturing, and determine if you
are in compliance with your state’s
regulations. [



