Childs, Suzanne M

From: Bull, Jonca
Sent: Friday. August 03, 2001 4 04 PM
“"To: O Connell, Kathryn A
Subject: RE. Accutane -- 1s the FDA putting an "ant-aborion” agenda anead of patients”
Kathy.
I completely agree.
Jonca

***** Original Message---- -

From: O Connell, ¥Kathrvn A

Sent: Friday, August 03, I3
To: Wilkin, Jonathan K; Bull
Subject: FW: Accutane -- 15

ahead of patientcs?

Something this obnoxicucs

COuwrS TG

an "anti-abortion" agenda

nave been written by somecne whe

could never face the horrible "choice" of an unwanted abortion or high
probablity of a severelw deformed baby - a male.

Women who take Accutane deser.e the most rigorous risk management plan

that is feasible so thatr
over a bunch of pimples.

If he wants a meaninglful respconse from Janet,
a reformed misogynist and tTry a

WTF

B Original Message-----
Wilkin, Jonathan K

Hills, Indira

Bull, Jonca; O Connell,

Sent: B/3/01 S:42 AM

Subject: FW: Accutane -- ;¢

ahead of patients?

To:
Cc:

Indira, please circulate thic to the working group. thanks,

————— Original Message---- -
From: WHWoodII@aol.com
Sent: Thursday, BAugust 02,
To: rxderm-l@ucdavis.edu
Cc: WOODCOCKJ®@cder . fda. gov,
BSCHWETZ@oc . fda.gov
Subject: Accutane --
cf patients?

is the

Assuming perfect compliance

aproximate 0.005 probablity

year.
A barrier plus foam methed
year.

We know that humans are not

the:

are nol put in this miserable position

i suggest that he become

more productive, pro-woman attitude.

Kathryn A

the FD&A putting an "anti-abortion” agenda

Jon

[mailto:WHWoodIIwacl . com)
2001

9:14 PM
DRUGINFOucder.fda.gov; wilkinjecder.fda.gov;
agenda ahead

FDA putting an "anti-abortion"

is an
for one

with oral contraceptive pills there
of failure for one woman using them

has a 0.2 probability of failure in one

perfect at compliance, but assuming perfect

compliance with using both methods together, and say 500,000 patient

years

iking Accutane {(the equivalent of one million women of child bearing

.-ge

using Accutane for 6 months),

expected pregnancies taking
Accutane

I caiculate 500,000 x 0.005 x 0.2 =
If only about 200

500
AcCcutane per vyear.



,nancies are being reported per year to the FDA in a year,

<rmatologists
and their patients are already doing a great job (or pregnancies are not

“eing reported}. In view of this, I do not see any point at all in
imposing

additional bureaucratic impediments to ac¢cess to treatment. Tf

anything,

what might be added to the consent i1z an agreement to abort anwv

pregnancy

that occurs while exposed. 0Of course that agreement cannct be

enforced, but
such agreement 1s important as an indicator of whether to prescribe
Accutane.

Presumably, this discussion does ncrmally occur at the time of all the

other consent. If the patient or parent does not understand that an
abortion would be a sad necessity, the physician might think again about

whether the patient is a candidate for Accutane treatment. Anyway,
special

stickers on prescriptions certifying negative pregnancy testing will not
do

anything except make Accutane more expensive and difficult to ger.

That

will increase the illegal "black market" -- in short, more problems will
be

created than will be solved.

It is most unfortunate that Dr. Janet Woodcock does not respond in any
meaningful way to those who oppose additional regulation of Accutane.

Earlier I sent all of you a copy of the reply I finally got from her.
It
as a model of how to reply without saying anything meaningful. It

_+ould
have been so much better to read her thoughts c¢n the issues and see some

dialog.
Walter Wood, MD





