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SEC

“Dispensing Number”

- “Dispensing
Number”

Social
Security No.

S.T.E.P.S. (4)

“Dispensing Number”

ID

Isotretinoin S.M.A.R.T. System to
Manage Accutane Related Teratogenicity
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Slone Epidemiology Center SEC
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r SEC
S.T.E.P.S.

FDA Risk MAP

= FDA Risk MAP
— 1

2

3 Risk MAP

S.T.E.P.S. )

= “Dispensing Number’=

“Dispensing Number”
- Real Time
= “Dispensing Number”

- “Dispensing Number”

Celgene
Celgene

FDA Risk

Risk minimization tool 1VB)

@
Targeted Education and Outreach
) Reminder system

Performance-Linked Access System

[

Risk MAP S.T.E.P.S.

Risk Management

Risk MAP
= Risk Management MAP

= FDA: Development and Use of Risk Minimization Action
Plans MAP . http://www.fda.gov/cber/guidelines.htm#min

= EMEA: Guideline on Risk Management Systems for
Medicinal Products for Human Use
http://www.emea.eu.int/pdfs/human/euleg/9626805en. pdf

FDA Risk MAP:
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Caveats

If there are too many restrictions, physicians and patients
may be more likely to go outside the established system.
System needs to do more than simply register patients. It
must be a closed loop system that ensures that
pharmacies dispense thalidomide only to patients that
physicians have "qualified" to receive the drug*.
Evaluation of the effectiveness of the system is essential.

*'Qualified" = physician has done appropriate testing and is assured that
the patient understands the risks of thalidomide and will comply with the
RMP requirements.

Carla van Bennekom SEC

A centralized system is likely to offer the
best safeguards for proper use of
thalidomide

= It establishes the accountability of physicians and
pharmacists

= Without centralization, each physician may
interpret the rules in his or her own way, and there
is more opportunity for non-compliance, whether
intentional or unintentional, to occur.

Carla van Bennekom SEC *
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