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Jear Sir;

Thank you for the opportunity to-comment on the petition Tor rulemaking submitied by Dr, William
Stein. Docket Mo, PRM-35-149,

Five years ago, my wilt was resvaed by Zevalin after all else failed, and so from a very personal
standpoint, we know how gffective radiolabeled antibody treatments are.  But more important than
our personsl experience, scientific sudies consistently show that Bexxar and Zevalin are the most
effective single agents available for the treatment of some forms of lymphorna, yet estimates indicate
that only 5% to 10% of patienms eligible tor radivimmunotherapy are actually receiving it

The current licensing requircments and the reimbursement issues- discourage oncologists from
prescribing radivimmunotherapy, and thus 90% to 95% of the patients who might benefit from it are
not receiving this trestment which has few side effects, is given in a period of one week, and enabies
patients to return to work almost immediately. ‘Iraditional treatments such as chomotherapy und
transplants require much longer treatument time and have significantly more side ¢ffects which add 1o
both the cost of treatment and the reduction of patient productivity.

I recognize and appreciste the need for regulatory oversight of all-drugs, but I cannot understand why
endocrinologists are requited to take only 80 hours of training in order 1o be licensed to prescribe
lading for the treatmnent of thyroid disease in much higher doses than that which is found in Bexxar.
As medicine ¢xpands and new treatments become available, regulatory oversight must he consistent
and fair so that patients will have easy accessto alltreatments, obd and new.

Until the training requirement for oncelogists to preseribe Boexxar and Zevalin iy adjusted 1o 80
hours, many patients will continue to have limited access (o effective new treatments like Bexxar and
Zevahin and will continug to sulfer through months of treatments and unpleasant side effects. | urge
you 1o change the licensing requirements for these drugs so that they mayv find their place in the array
of treatment options.

Sincerely,
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Alex de Parry
President
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From: Carol Gallagher

To: SECY

Date: Thu, May 17, 2007 10:33 AM
Subject: Comment letter on PRM-35-19

Attached for docketing is a comment letter on the above noted PRM from Alex de Parry, that | received via
the rulemaking website on 5/16/07.

Carol
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