HOW OEB LEVELS CAME TO BE

A short, mostly-accurate history of occupational exposure banding — from company-by-
company guesswork to a shared industry shorthand

1996

OEMs Join In

ChargePoint builds its first split valve
with Glaxo — equipment makers start
engineering containment directly into
the hardware.
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1996

7

Merck's PB-ECL

Naumann et al. publish the paper
behind Merck's Performance-Based
Exposure Control Limits — pharma's
own banding begins.

SafeBridge Matures

SafeBridge's potency categorization
system is already on its 5th revision —
a consulting-driven standard gains real

traction.

2000s

s

The Fragmented Years

Merck, SafeBridge, and Lonza (a finer 6-
class scale) all run their own systems in
parallel — no shared standard exists
yet.

2010

Risk-MaPP & the Log Scale

ISPE publishes Risk-MaPP; OEB bands
converge on the familiar log scale (~10x
per tier) — the same year this piece's
author researched HPAPI firsthand.
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EMA Makes It Official

The EMA's HBEL guideline takes effect
— health-based exposure limits
become a regulatory expectation, not
just good practice.

2019

NIOSH Steps In

The US government publishes its own
validated OEB process — banding
moves from a pharma tool to standard
occupational health practice.
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2020s
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New Molecules, Same Logic

ADCs, peptides, and cell & gene
therapies push OEB into new territory
— while flexible, single-use isolators
mature as the hardware answer.

A quick, generally-accurate history — not a peer-reviewed reference.
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