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\“ﬁér»;’:—. Vedolizumab Follow-up Checklist: Neurologic Events Consistent with Possible PML\
Version 1.0 11-DEC-2012
Vedolizumab Follow-up Checklist: Neurologic Events Consistent with
Possible PML

Past Medical History (PMH)

Medical History (enter all treatments below)
o IBD History
o Specify Type

o Date of diagnosis
o Therapies received

0 Malignancy

o Specify Type

o Date of diagnosis

o Immune Deficiency

o Human Immunodeficiency Virus (+/-)
o If (+), date of diagnosis

o If (+), CD4 count (at time of PML dx)

o On-going graft-versus-host disease (Yes / No)

Prior Treatments for IBD

o Long term immunosuppression (i.e. greater than 8 weeks) (Yes / No)

o Include medications, dose, route, frequency, start/stop dates for each medication/treatment
received

o Natalizumab use (Yes / No)

o Include dose, frequency, start/stop dates

o Rituximab use (Yes / No)
o Include dose, frequency, start/stop dates

Prior Treatments for Other Important Past Medical History Conditions

o Long term immunosuppression (i.e. greater than 8 weeks) (Yes / No)

o Include medications, dose, route, frequency, start/stop dates for each medication/treatment
received

o Natalizumab use (Yes / No)
o Include dose, frequency, start/stop dates

o Rituximab use (Yes / No)
o Include dose, frequency, start/stop dates

Vedolizumab Treatment
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Indication

Vedolizumab Treatment Information
0 Dose received Q4/Q8

o Number of doses received in total

o Start date of vedolizumab treatment
o Stop date of vedolizumab treatment

Patient Demographics

o Gender

o Age

o Height

o Weight

o Ethnicity

Signs and Symptoms of PML

o Presenting signs and symptoms

o Other signs and symptoms

o Onset date(s) for each sign and symptom

Neurology Examinations
o Neurology examination conducted (Yes / No)
o If so, date examination was conducted

o Results of examination

Brain MRI / Brain Imaging Studies

o Date of brain MRI

0 Brain MRI results

o Types and results of any other brain imaging studies

Lumbar Puncture Results
Document all lumbar punctures, especially date of lumbar puncture of the first JCV DNA
(+)cerebrospinal fluid (CSF) result]

o Date of CSF collection

o Date of CSF analysis for JCV by polymerase chain reaction (PCR) and result (i.e., positive or
negative)

o Include date and results (with accompanying normal ranges) for the following CSF analyses,
if applicable:

o Cell count
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0 Glucose

o Protein

o Cytology for analysis of malignant cells
o Infectious agents

o Other

Lab Facility Name
For each lumbar puncture performed

o Provide lab name and contact information

Brain Biopsy

o Date of brain biopsy

o Highlights of brain biopsy pathology report

o Evidence of JCV on immuno-histochemistry or FISH staining (Yes / No)
o Provide details

Complete blood counts

o Include date and results (with accompanying normal ranges) for the following:
o White blood cell count

o White blood cell count differential

o Hemoglobin

o0 Hematocrit

o Platelet count

o0 Other

JCV Antibody status
o Include date and results (with accompanying normal ranges)

JCV DNA (Non-CSF sources for JCV testing)

o Include the type of JCV test (e.g., PCR analysis), the date and the normal ranges, if applicable,
for the following sample sources:

o Blood

g0 Urine

PML Diagnosis and Treatment

PML Diagnosis
o Date of PML diagnosis
o Date of permanent discontinuation of vedolizumab treatment

Plasma Exchange (PLEX)/ Immunoadsorption (1A)
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o Indicate PLEX or IA
o Dates of treatment

o Number of cycles

Other PML Treatments
o Type of treatment(s) (e.g. IRIS prophylaxis, Anti-infective, or other agents)
o Include dose, route, frequency, start/stop dates for each medication/treatment received

Follow-up

Any treatments for underlying disease post-PML diagnosis?
o Yes/ No

o Include dose, route, frequency, start/stop dates for each medication received

PML Outcome

o Event of PML continuing (Yes / No)

o Current clinical status of patient

o Outcome of the event (Resolved, Stabilized and not resolved), provide date of death
o If PML resulted in a fatal outcome, provide date of death

o Cause of death (as reported)

o Autopsy conducted (Yes / No)

o Report available (Yes / No)

5227 £22F



