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Resolution LR-12-07 TITLE: ACCESS TO AVASTIN BY COMPOUNDING
PHARMACIES
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and Surgeons
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Reference CommitteeEndorsed by:

October 27-29, 2007
This resolution constitutes a proposal for consideration by the California Medical Association

House of Delegates and does not represent official CMA policy.

WHEREAS, Avastin (bevacizumab), manufactured by Genetech, Inc. and FDA-approved for1
the treatment of various colon and lung malignancies, has shown significant promise in the off-2
label treatment of “wet” age-related macular degeneration (AMD), macular edema, neovascular3
glaucoma, diabetic retinopathy, and other retinal vascular disease; and4

5
WHEREAS, Lucentis (ranibizumab), a similar drug manufactured by the same company and6
FDA-approved for the treatment of “wet” AMD, was specifically developed for ocular use7
because it was anticipated Avastin was too large a molecule to achieve sufficient penetration of8
ocular structures; and9

10
WHEREAS, off-label successes with Avastin and the huge price differential between the11
medications (Lucentis is approximately $2000/dose, Avastin $40/dose [WSJ, 10/12/07]) have12
led many ophthalmologists to consider Avastin for all uses, but particularly those where neither13
treatment is FDA-approved; and14

15
WHEREAS, the ocular dose of Avastin is only a small fraction of the oncological dose, making16
it preferable for a vial to be subdivided by a compounding pharmacy to minimize waste and the17
potential for contamination; and18

19
WHEREAS, an October 11, 2007 letter to physicians indicates Genentech’s intent to prevent20
compounding pharmacies from purchasingAvastin as of November 30, 2007, citing the “the21
broad availability ofLucentis for patients with wet AMD,” “concerns” it says the FDA has22
raised related to the sterility and repackaging of Avastin for ocular use, and the fact that23
“Avastin has not undergone any formal, randomized, controlled clinical trials for ocular use”;24
and25

26
WHEREAS, a response from the FDA to an American Academy of Ophthalmology request for27
information indicates the FDA “did not ask Genentech to stop distributing Avastin to28
compounding pharmacies and [the] FDA has not taken action to limit the off-label use of29
Avastin,” although the FDA’s comments did indicate that (in general) “the agency is concerned30
about the manipulation of sterile products because of the increased risk of product31
contamination”; and32

33
WHEREAS, Genentech’s reliance on the lack of “formal, randomized, controlled clinical34
trials” would appear hypocritical since it has declined to participate in or support a National35
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Institutes of Health sponsored “head to head” trial comparing Avastin and Lucentis for the1
treatment of “wet” AMD to begin in 2008; and2

3
WHEREAS, none of the issues cited by Genetech should interfere with an individual4
physician’s well-established ability to weigh the risks, benefits, and available evidence of a5
specific off-label use as part of the “practice of medicine”; and6

7
WHEREAS, while individual physicians and hospitals will still be able to purchase Avastin, the8
added “hoops” necessary for a physician to obtain and provide the drug to a compounding9
pharmacy seem obstructionist at best; and10

11
WHEREAS, Genentech’s action would appear to be more motivated by lost profits from the12
substitution of Avastin for Lucentis than any legitimate concern about patient safety and13
welfare; therefore be it14

15
RESOLVED: That CMA oppose Genentech’s intent, as outlined in a letter to physicians16

dated October 11, 2007 and effective November 30, 2007, to prevent17
compounding pharmacies from directly purchasing Avastin (bevacizumab) in18
the interest of patient access to off-label treatments as a “practice of19
medicine” issue; and be it further20

21
RESOLVED: That CMA’s opposition be made known by means including but not limited22

to sending a letter to Genentech’s CEO and Board of Directors, and by23
issuing a press release; and be it further24

25
RESOLVED: That CMA reaffirm Resolution 506-99, which “affirm[s] the right of26

physicians to prescribe drugs and devices for off-label indications when they27
fall within the community's standard of medical care," and support efforts to28
ensure that ability; and be it further29

30
RESOLVED: That this matter be urgently referred for national action (preferably31

introduced at the AMA 2007 Interim Meeting).32


