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The following written comments come from the respondents who “consistently” favored liberalized policy (they opposed the imposition of restrictions on off-label prescribing and they favored the dropping of initial efficacy requirements).  These comments are preceded by a “c” in the text.


These were the comments the consistent group offered when, after responding to the two policy questions, they were presented with the consistency argument and asked to comment on it.  We thought to ask the consistent responders their opinion of the consistency argument while the survey was in progress; that is why only a portion of the liberalizers where provided with the opportunity to comment specifically on the consistency argument.  (All respondents were invited to make Final Comments at the very end of the survey.)


We have not altered original spelling or grammar.  (We make such minor alterations when quoting in the text.) 
Survey 3 (In this survey the ordering of the policy questions was: (1) drop initial efficacy requirements?; (2) restrict off-label uses?  Thus, these written responses are of respondents who answered “Favor” then “Oppose”.)

1. I think that there needs to be caution in using drugs off-label and even more caution if drugs are used before efficacy is established.  I went with allowing a drug to be used before efficacy requirements are met in the case of rare drugs that are newly developed and possibly life saving.

2. Alot of medical care evolves fom experience. Your own and your reliance on refering physicians whom you trust.||New indications are coming up all the time and as long as you have an education patient base that trusts you to|| help them make the best treatment choice full latitude shoud be allowed.

3. ?

4. We are constantly buffeted by non-md's using all kinds of products without any oversight.  This gives md's a wider voice.

5. we use thse meds anyways, and are responsible for there problems, so why make regulations that are impossible to follow?

6. The patients need my help and trust my judgement. If through my own evaluation I find a use for a drug my patients needs, I don't care what opinion of the FDA has.

7. I think that there should be a time limit for efficacy to be proven.  As a Pediatrician, I prescribe a lot of medications before they are technically approved for use in children.

8. Drugs are not eval often in children but "experience" shows their value.  Oncologists often try untested new approved molecules in difficult clinical situations.

9. There is a direct relationship between the physician and the patient and this allows a more accurate choice of alternative medications to be used in the medical treatment.  The FDA is too distant to the reality of medicine that they need to reevaluate their procedures

10. In light of recent increases in direct-to-consumer advertising of prescription medications I think that any change in the FDA efficacy requirements for prescribing should be accompanied by very specific language forbidding ||such advertising until efficacy studies have been done and passed FDA certification.  It would be very bad if medications could again be advertised (like snake oil)||just because they are demonstrated to be relatively safe.

11. What is the difference between new drugs not meeting efficacy requirements and "off-label" use?  As an example.||||Depakote ER was released as a Migraine medication for once a day use.||||Many Neurologists, immediately began using it for Seizures, in spite of this drug not being released for that indication.  In the near future, the indication for seizures should be approved.  ||||This is the use of an off-label use of a drug that has not passed efficacy requirements.||||What is the difference?

12. As a specialist I am most often through the literature familiar with the new drug fromtrials in other countries.

13. FDA should focus on product safety alone. It is the role of medical academics and not non-clinicians to regulate prescriptive practice. Govt labeling of drugs increasingly bears upon the physicians independant judgement and greatly influenced by commercial pressures. There are numerous clinical situations where we are required to work within limited available treatment options. We are obligated to our patients to work within these options to find the best acedemically defensible solution.  And we do not wish to be persecuted as professionals for doing so by those of you who sit around watching us. Afterall what happened to a confidential doctor-patient relationship, who is the patients best advocate ?

14. I think that as long as the drug has been passed as being safe and has a reasonable side effect profile its use in off label indications is justified even though efficacy data has not been established and this be clearly explained to the patient and documented.

Survey 4 (In this survey the ordering of the policy questions was: (1) restrict off-label uses?; (2) drop initial efficacy requirements?.  Thus, these written responses are of respondents who answered “Oppose” then “Favor”.)

15. Trials used for efficacy approval by the FDA are often limited (dose, time, population).  Clinical use is a better marker, but not followed in a blinded, randomized fashion.  If a drug is safe, then let clinicians prescribe it for their patients as they see fit (within the bounds of standard medical practice).

16. allows further research on the product,

17. as a pediatrician I often use medications that have not met FDA "efficacy" requiremdent, eg: diazepam is contraindicated in infantant/children but was the gold standard for years..ciprofloxin messes with with beagle pups' cartilage yet can save lives of children w CF.  Because no research is done on or to children these "rules" are lame being extrapolated from animal work.  Yhe canadian use a multiimmunogenic "shot" our US children have to get many shots...Are the Canadian children suffering??  No., the FDA needs to get real and allow people who practice medicine do so.. What about the Roto virus "scare"  I believe the data is starting to show that despite their sophisticated statistical models, that the immunization probably got a bum rap in regards to causing gi problems...the result???  lots of children with diarrhea.  Get my drift???

18. There are many uses for a drug which are obvious but which do not form part of the application to the FDA, largely for reasons of expense in doing so.  To require the pharmaceutical companies to do that would limit the opportunity to prescribe as the science of medicine evolves and opens opportunities for new applications.  Also, one does not want an official, politicized body like the FDA to control the practice of medicine; scientific information should be the basis for decisions made by a free scientific community, not constrained by official sanction.||Not infrequently, the "official" view is wrong: beta blocker drugs are useful, not harmful, in patients with heart failure, and, in fact, are the best treatment; we would not have this were it up to the FDA.  A little outside the subject, but applicable in a parallel sense, is that almost every physician treating diabetics knows that the low fat diet makes diabetic control harder and exacerbates vascular disease and leads to weight gain.  However, because it runs counter to official opinion, recommending a diet low in refined carbohydrates might not be possible with central control of medicine (Read article by Taubes in Science, 3/31/2001).||Physicians, as trained practitiones applying the science of medicine, should have the equivalent of academic freedom.  We are adequately constrained by considerations of liability risk and our professionalism.

19. I think of off-label prescribing is very much like prescribing a new drug that is somewhat safe and allowing physicians to explore other theraputic potentials for the drug.  However, I also agree with some sort of requlations.

20. I believe in evidence-based medicine, when evidence is available.  I believe one should be reluctant to prescribe if evidence is not available.  I rely as much as possible on peer-reviewed studies when making treatment decisions.  Being a pediatrician has made this necessary, since historically the drug companies have not deemed it worthwhile to spend a lot of money on FDA efficacy OR safety studies.

21. Physicians are trained to dx and tx conditions. Drug companies provide drugs and indications for their use, with safety data reviewed and approved by the FDA. If a drug is safe, then an MD should have the expertise to prescribe.

22. There are limited resources at the FDA.  I would allow efficacy to be in the free market system.  A pharmaceutical company must support the efficacy of its drugs with clinical research to sell its product. but safety is a matter for the FDA.  With its limited resources somewhat freed by not focusing on efficacy, the FDA should start looking at adverse effects of alternative meds and their liscensing.

23. I practice Pediatric Rheumatology. Very few of our medications have FDA approval for children.  For that matter Benadryl is not approved for children less than 2 years old age.  If FDA approval becomes a requirement, I will have to stop practicing Pediatric Rheumatology.

24. In treating ADHD with medications, the FDA mandates what the manufacturer may write in the PDR, which does not reflect actual practice.  Some insurance companies are now restricting prescription coverage to that "approved" only and I have one company refusing to allow my patient to receive the amount of medication that the patient needs to lead a normal life.  Being restricted by PDR/FDA writing would throw these patients back into the chaos of untreated ADHD.

