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Therapeutic Agent Treated condition predisposes patients Latency from time | Frequency/ Patients/patient-year (PY)
to PML? of drug initiation to | Incidence of PML. | exposure
PML.

Class I -high potential risk of
PML

FEYX<TT

Class II -low potential risk of
PML

TRIVBI AFIV
74 >dYER
Class I1I -no or very low
potential risk of PML
Alemtuzumab

Rituximab

Mitoxantrone

Teriflunomide

Daclizumab

Z R4 BE{LAE and Crohn

disease
No

Z R4 BE{LAE and psoriasis
LR

pes

Hematological malignancies,
transplantation

Lymphoproliferative disorders, rheumatoid
arthritis, ANCA-associated vasculitis, SLE

Non-Hodgkin lymphoma and leukemia

No PML observed with teriflunomide, but
with related leflunomide

No PML observed with MS or as
prophylaxis for renal transplant

None <8 months; >
85% of cases >24
months

Yes

18-54 months
18-54 months

No

High

1/100-1/1000 161,300 patients-527,159
PY

(September 30, 2016)

Low/infrequent
~1/50,000 224 542 patients
308,732 PY
~1/18,000 160,000 patients
368,000 PY
Unknown; no ~11,000 patients
cases with MS ~6000 PY
1/30,000 No data
No data
68,952 patients
96,909 PY
1516 patients
3744 PY
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