Potent Compound Safety
Review pipeline and
current portfolio of
products and compounds.
Determine which products
or compounds meet the
deﬁnition of a potent
compound.
Prioritize list of
compounds for
classiﬁcation.

What is a potent compound?
1

A pharmacologically active
ingredient or intermediate
with biological activity at 15
μg/kg of body weight or
below in humans or daily
therapeutic dose of 1 mg or
below per day.

2

An active pharmaceutical
ingredient or biotechnology
ingredient with an
occupational exposure limit
(OEL) at or below 10 μg/m³ in
air as an 8-hour timeweighted average.

3

A pharmacologically active
ingredient or intermediate
with the ability to bind to
speciﬁc receptors or inhibit
speciﬁc enzymes, and/or the
potential to cause cancer,
mutations, developmental
eﬀects, or reproductive
toxicity at low doses.

4

A novel compound of
unkown potency and
toxicity.

What is control banding?
Control banding is a process of assigning to a hazard category that correspond to a range of airborne concentrations—and the engineering
controls, administrative controls, and personal protective equipment—to ensure safe handling.
Determine appropriate
Classify compounds.
control band for each
compound.
Determine OELs for late
stage compounds.
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OEL Equation

Compound Classiﬁcation Factors
Severity of acute eﬀects

Cumulative eﬀects

Numerical OEL

Severity of chronic eﬀects
Sensitization

Classify compounds.
Potency

Determine OELs for late
stage compounds.

Uncertainty and
modifying factors
Inter-individual variability. Inter-species
extrapolation. LOEL-to-NOAEL extrapolation.
Sub-chronic-to-chronic extrapolation.
Route-to-route extrapolation. Modifying factor.
(List not comprehensive.)

Train employees.

Install and validate
engineering controls
through industrial hygiene
monitoring.

Determine program
eﬀectiveness through
auditing.

Irritation potential

Acute toxicity

Dermal absorption

Onset of acute eﬀects

Carcinogenicity

Acute warning properties

Development/Reproductive

Frequency of acute eﬀects
Need for medical intervention

Frequency of chronic eﬀects
Reversibility

Training

OEL Examples (µg/m3)

Employees involved in the handling of potent compounds need to be trained in
the hazards of the speciﬁc compounds, control banding concepts, proper use of
engineering controls, gowning/de-gowning, waste disposal, etc.

Acamprosate Calcium 2,000
Doxepin 139
Nadolol 40
Acitretin 25
Ergotamine Tartrate 10
Bumetanide 5
Amphetamine 5
Reserpine 1
Fentanyl Citrate 0.1
Dihydroxyvitamin D3 0.08

Containment Validation
All engineering controls and procedures need to be validated prior to use.
Surrogate monitoring can be performed using either lactose, naproxen sodium.
Both personnel and area samples should be collected.

Industrial Hygiene
An industrial hygiene program should be implemented to evaluate exposures.
An adequate number of samples should be collected.

Aﬀygility Solutions oﬀers environmental, industrial hygiene, occupational toxicology services and
software to the pharmaceutical, biotechnology, and medical device industry. Our services include the
Aﬀytrac EH&S management tool, online training seminars, potent compound safety categorization,
occupational exposure limits, toxicology services, and more. We’ve provided these services to small,
mid-size, and large companies throughout the United States, Canada, and Europe. Our services
provide rapid results and are cost-eﬀective. Copyright 2011 Aﬀygility Solutions. aﬀygility.com
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