Advocate Summary

Issue:  Coverage of Medical Devices Under Medicare
Advocate:  Health Industry Manufacturers Association

Date of Interview:  Tuesday, September 14, 1999 
NOTE:  The tape of this interview was damaged so that portions of it were not audible.
Basic Background

· I could break it into…process and criteria.  On the process side I think the most fundamental objective is to simply to open up the process and by that I mean to make it clearer and more transparent.  That is a…you know you never count your chickens but that is an objective where I think we’ve made substantial progress.  When I say we I don’t mean necessarily my organization.  I mean mine plus lots of others that have worked in the industry to do that.  In fact your timing is very good.  Tomorrow is the first meeting of a new Coverage Advisory Committee out in the sunshine.  There are several steps that have gone into this.  Essentially, as you may know, HCFA has established a new process.  We never knew what happened once you got out of FDA.  FDA is a very kind of regimented process with lots of clear milestones.  As a manufacturer you may not always like those milestones and everything you need to do, but you usually know what it is you need to do.  There’s advisory committees and certain stages along the way and this and that.  Medicare was totally different.  You just sort of went into a black hole and you didn’t really know what happened.  Months might go by, sometimes years before you would know whether you got covered, that is made eligible for payment or whether there was some concern about the product and you were flatly denied coverage.  And the Medicare review process always occurs after the FDA review?  Pretty much.  There are a couple of exceptions to that.  There is a way that certain kinds of so-called investigational technologies that are under what’s called an IDE.  I don’t know if you’ve run across all this FDA jargon before but there’s an Investigational Device Exemption known as an IDE issued by FDA.  That is simply an exemption from the requirement of having a pre-market approval in order to market the product or have your product on the market.  Certain types of these IDE devices still in FDA can be covered but it’s only a limited number and there’s still a lot of discretion on Medicare’s part.  Mostly the thrust of the reality is you need to be through FDA before you encounter the Medicare coverage process…A couple of years ago the industry really started agitating to make this more open.  There were a lot of things that happened.  I think the most important event, probably the most important single event – nothing we can take credit for.  It was actually another group.  They filed a…I’m not sure if it was a citizen’s petition or they just simply lobbied on a so-called technology advisory committee that HCFA had known as the TAC, Technology Advisory Committee.  This was a group that met behind closed doors to review technologies.  It was composed of HCFA officials as well as some of the carriers, the local insurance companies.  They’d meet behind closed doors and make decisions.  You’d sort of find out the decision but you’d have no knowledge of what actually happened and you’d certainly have no opportunity to participate.  This group, and it was the Indiana Medical Device Council, the Indiana version of us, I think filed a citizen’s petition and the General Accounting Office got involved and looked at it and said that TAC was violating the Federal Advisory Committee Act by not having open meetings.  The precise violation was they were allowing the carriers in who were not government employees so they were allowing in one class of private citizens and not allowing in other classes of private classes.  GAO said we think it’s illegal.  HCFA did a mea culpa, backed up and basically said okay we hear you.  We really need to open this process up.  That started a series of events that led up to a Federal Register notice last April 22nd if I’m not mistaken.  That Federal Register notice said okay here’s what our process is.  They laid out a…you know you file an application and within 90 days we’ll try to respond to that.  We might refer it to an advisory committee.  We might refer it to technology assessment, you know a series of steps kind of FDA like steps.  As I mentioned, as it turns out tomorrow is the first meeting of one of those panels.  They bring drugs, durable medical equipment, and clinical lab technology.  They do it by type of technologies, so that’s five or six of them.  The first one meets tomorrow.  I’d say right at this moment HCFA has taken, has made substantial progress in deciding to open up the process.  We are now just starting to see what that looks like.  If you look on the HCFA website you’ll see a tracking of products that are now going through this process.  Most of the products are those that HCFA itself has put in but I’ve seen some, maybe four or five by manufacturers that are actually going in and saying I’ve got a product.  I want to get it covered.  I hereby apply for coverage.  So we’re just starting it and we’ll see how that goes.  I guess my own editorial comment would be clarity is sometimes a double-edged sword.  You understand where you are but you’re also out in public and you’re needing to justify your product in a very public way.  It’s just a different dynamic than what it was before everything was so out in the open….How was the justification made before or was it just not made?  In many cases it was not made.  It was unclear what you would do if you wanted to justify your product.  I think what happened is people would call up HCFA and say I do make this product and I know you’re looking at it.  Can I come talk to you?  HCFA would probably let them in to talk but there was no real system to it.  HCFA might then go have other meetings where you weren’t included and make the real decision.  It was a very haphazard, ad-hoc sort of interaction whereas now it’s much more regimented.  Everything is documented.  If you look on that website you’ll see well, had a conference call with company X on August 4th and they discussed this and that.  They’ll put minutes…they’ll publish minutes.  At that meeting we asked the company to do this.  It looks much more like an FDA process than it did before.  That’s kind of one big clump of stuff.  There was a lot of work that went into that, a lot of progress on HCFA’s part, but a lot yet to be seen.  I guess one of the interesting questions is how will the industry feel about this in five years having now been out in the sunshine?  The clarity question is always double-edged.  By seeking clarity sometimes you invite more rigorous regulations.  We do like to write things down and say this is how we do it…we’re on the side of more rather than less.  I think that’s where we are on the process.  Our criteria is really probably the more important.  They’ve got a nice process for how they make decisions but they have not until they do this criteria piece said what those decisions are going to be based on.  Over the years, and there’s a long history of this.  Just to step back one moment the Medicare statute is one that kind of categorizes the benefits specified – hospital benefits, physician benefits…Certain things you can’t do like cosmetic surgery and so forth.  Those are big benefit categories but then the coverage thing is always how do you fill in the blanks?  When you say we have hospital services what do you mean by that?  Does that include pacemaker surgery?  Over the years HCFA has been as unclear on the criteria as it has been on the process.  No one has ever really known what was involved in the decisions other than to say there were a few things that they’ve said enough that people have probably figured out what they mean.  That is you know, that exception I mentioned a moment ago, you have to have an MD clearance in order to be covered.  There have been major political fights over whether cost effectiveness should be a criteria.  Now in 1989 HCFA published a proposed rule on criteria.  They proposed that cost effectiveness be a criteria.  That set off, at least in our part of the world, a political firestorm.  We --the American Medical Association, American Hospital Association, AARP – Association of American Retired Persons – we all wrote and said how you can’t do this.  The New York Times editorialized against it.  It became a very public issue.  The long and short of it is the administration backed off and didn’t even put the rule out.  Now, ten years later, as the industry seeks clarity it’s very natural that HCFA would need to put out a regulation that specifies this criteria.  That’s the next shoe to fall.  HCFA apparently has done a draft reg.  It’s circulating within the administration.  You hear various forecasts of when it’ll be out.  The conventional wisdom is this fall.  I think HCFA fully intends to propose cost effectiveness, although they’ll probably call it something different.  I think what’s going to happen in the medium term is there’s going to be a lot of back and forth over this cost effectiveness.  People like us are going to see if we can get it knocked out before they propose it formally.  You also have an interesting dynamic that as HCFA has this reg underway they’re also starting this advisory committee process that begins tomorrow.  They’ve appointed people to these advisory committees that are very high caliber people.  People that follow the technology assessment rule.  People like David Getty.  People who are very well published authors.  These people tend to have very, they probably represent a very robust view of what criteria…their view is criteria should be very robust.  I think what’s going to be interesting is to see how these advisory committees operate in practice.  Like tomorrow the drugs committee has something like some chemotherapy drugs or something.  That committee may just make up criteria and say well gee, we haven’t seen enough in this area.  We need more evidence here.  I should say I’ve been using the word criteria…In addition to criteria it is as much about evidence as anything else.  What is the level of evidence?  Would that be a randomized control?  Is a literature search enough?  How do you feel about medical specialties, expert opinion, technologies?  There’s going to be a lot of arguments about what the evidence is that’s required.  Tomorrow, for example, the panel might say well, we don’t think the evidence is good enough to cover these therapeutic agents.  We really think you need to have a double blinded, randomized control clinical trial.  They’re not the final decision maker but they’re an important part of the process.  In effect they start the vetting of the criteria as they go along.  From HCFA’s political point of view there’s a school of thought that says HCFA might want to just sit on their reg for a while and let these technology assessors do their thing for about six months and then HCFA might get a little political covering and say well look these panels already said this.  We’re simply reflecting that in our regulations.  It’s the criteria and evidence that I think will be the major quest.  Process is important but fundamentally it is what you’re engaging in the process that is most important.  We’re at an interesting junction I guess.

· HCFA itself held an unprecedented town hall meeting last fall, just about a year ago, September or October or last year.  It’s just like they opened the doors and said if anyone is interested in this topic come in.  They had an agenda.  HCFA would make presentations and then they open it up.  HCFA itself also is important for our interaction with Congress.  Medicare is just so big and so important that there’s a lot of congressional interest in it.  

· We have regular contact with key people on the Hill.  The way they get involved is through oversight hearings.  For example, Representative Thomas who chairs the Health subcommittee with the House Ways & Means Committee held an oversight here…well he held one two years ago in April ’97.  He held one just this past March or April, March or April of ’99.  Senator Frist of Tennessee held a hearing in March of ’98.  Those sorts of hearings they’re not for the express purpose of looking at a piece of legislation.  They’re more to oversee HCFA and ask them how they’re administering the program.  There’s a formal oversight.  There’s lots of informal oversight – letters, phone calls to the staff at HCFA.  And it might be that there’s legislation itself.  

Prior Activity on the Issue 

Nothing mentioned.
Advocacy Activities Undertaken

· HCFA is usually willing to talk to us about our complaints.  I don’t know if you get into the particular people here, or you’re going to talk to them but the key person at HCFA is a fellow named Jeff Kang.  He’s a very solid guy.  We’ve had lots of discussions.  We’ve had a lot of direct things with HCFA.  
· We have regular contact with key people on the Hill…The one area, and we went through this process of getting HCFA to open things up but the one objective we did not get was we wanted a clear appeals mechanism, to reform the appeals mechanism so if beneficiaries were denied that beneficiary would have a useable means of appealing.  HCFA just didn’t buy that one at all so we had other people talk to people on the Hill and Mr. Thomas has got a bill to require the appeals process.  So there you have a formal bill that’s been introduced.  It’s sponsored by Thomas and co-sponsored by a Mr. Stark from California.  It’s unusual for the two of them to be on the Hill together, bi-partisan support for this appeals legislation.  There’s a case where we got what we could.  Get what you can at HCFA and what you can’t get at HCFA try to get at Congress.  

· [On the matter of criteria] we’ll meet with [HCFA] and send them letters and so forth.  We’ll also at the same time be in touch with the people on the Hill and tell them what we think.  On this one the criteria issue is new enough that it still has not fully engaged – the Hill will tend to not engage until you’ve tried it.  The first question they’ll ask up on the Hill is well what did HCFA say?  We want to be able at that point to say well we asked HCFA and they said no.  Mechanically it’s very simple.  
Future Advocacy Activities Planned


Nothing mentioned. 
Key Congressional Contact(s)/Champions

· Representative Bill Thomas (R-CA)
· Representative Pete Stark (D-CA)

Targets of Direct Lobbying

· HCFA
Targets of Grassroots Lobbying

No grassroots effort mentioned.
Coalition Partners: Names/Participants
· There’s an intra-industry coalition of state & regional groups plus other smaller national groups.  
Other Participants in the Issue Debate

· Outside the industry, I mean the natural allies would be physicians, the AMA, the overall group, and then there are many specialty groups – cardiology and others who use technology.  Those are fairly natural allies.  The holy grail would be the patient groups.  Everyone wants them for everything.
· Insurance companies

· Health Insurance Association of America, HIAA (they want tighter criteria like cost effectiveness)

· American Association of Health Plans, AAHP (they want tighter criteria like cost effectiveness)
Ubiquitous Argument(s) and Evidence

· I think process is easier to argue.  It’s just like we don’t know.  I mean you don’t really have to prove anything other than we don’t know.  We can’t even argue with you because you don’t tell us.  That’s a fairly straightforward argument…But criteria is much tougher.  It’s much, much tougher.  There the core of it is appropriateness.  When you talk about the quality of care what’s good about this for the Medicare beneficiaries and you talk about cost effectiveness.  It’s a much tougher argument.  
· The base arguments, to really, and this is what I’m going to say industry wide.  When Medicare was started in the mid-sixties you paid on the basis of cost.  In that kind of environment it really made sense to really try to limit what gets paid for.  Today, though, Medicare in addition they’ve got whole programs, managed care, that pay a fixed amount.  Even within the traditional fee for service program they’ve got all these capped programs…You’ve got one that works for the hospital outpatient clinic but you’ve got another one for home care services.  HCFA is doing all kinds of things to limit its expenditures.  If it lets in a high-cost technology it still will not, except for a couple cases, be paying more overall for Medicare services.  One really radical argument is that you don’t need coverage at all.  I don’t think that’s going to sell in the meantime.  You’ve got to work your way up and look at things like gee, if you’ve got an FDA approval shouldn’t you be covered with the pre-physician care plan?  HCFA has always had this argument about FDA.  FDA would say you’ve got to prove to me that this pump in fact pumps so you go up and you do your test and you prove that the pump pumps.  HCFA would say okay, we know that the pump pumps but do we really want the pumps pumping in this case?  Given this kind of patient shouldn’t we be putting in fusion pumps?  So it’s really about what is the practice of medicine.

· Not that anyone in this day and age believes costs aren’t relevant but our argument is you should not use cost as a mechanism for screening.  New technology costs more.  If it costs more how would you decide cost effectiveness?  It costs more, certainly.  Is it worth it?  People would probably say yea it is if they were the person that had it.  Somebody might do some sort of study that says well it’ll only take 5,000 to cost us this much.  It’s sort of an inherently subjective element, cost effect.  Our point is -- we believe the beneficiaries will agree with us -- you really don’t want cost to be the mechanism for revamping technology.  Rather, what you want to do is let it into the program.  Maybe you want to pay it, for example, as a tax.  Figuring that over a period of time physicians are still going to use it even though they take some loss on it, it’s going to be developed and over time you’re going to be able to run the product without paying for it.  The difference is you let it into the program so it can be used, you can learn more about it, as opposed to this thing that it probably is not going to be cost effective.  You can’t even get the in.   There’ll be a big argument over that.  There are a lot of arguments about evidence, methodology, how are your cost qualified benefits composed?  There’ll be some very deep arguments about the evidence of the cost effectiveness.  Somebody said are you saying in this day and age you’re oblivious to the cost of your technology?  Our answer is no, you’ve got to set a good example and stay within your budget.  You can’t use cost to keep progress back.  To do that…I was just trying to think if you’d done that in the 1970’s with CAT scans you would never have learned how to bring the cost down.  And see now with an MRI it’s nice.  If you’ve never let MRI’s in the picture because you determined that they’re too costly what are the chances someone would attempt to get them to work? 

Secondary Argument(s) and Evidence

None mentioned.

Targeted Arguments, Targets, and Evidence

None mentioned.

Nature of the Opposition

· It takes me, I don’t know, it took me about three minutes to tell you [our arguments].  These are complicated arguments.  The other side’s argument makers are health care is very expensive, which we don’t disagree with.  But to understand our argument you have to go deeper into the elements of the program, where you put cost effectiveness.  You’re saying put it over in the payment fees and someone else is saying don’t put it in the fees.  I think one of the major things we’ve got going against us is our argument is more complicated than theirs…It’s a complicated argument on our part and I guess another fundamental problem is people really do want cost effectiveness in health care.  No one believes it should go back to the old ways of cost.  So the environment is kind of against us if you will.  
Ubiquitous Argument(s) and Evidence Articulated by the Opposition 

· The other side’s argument makers are health care is very expensive
Secondary Argument(s) and Evidence Articulated by the Opposition

None mentioned.
Targeted Argument(s) and Evidence Articulated by the Opposition (and Targets)

None mentioned.
Described as a Partisan Issue

No.
Venue(s) of Activity

· Congress

· HCFA

Action Pending or Taken by Relevant Decision Makers

· HCFA has established a new process for reviewing Medicare coverage of medical devices.  They have not yet established criteria for assessing coverage.  In addition, HCFA did not implement an appeals process for denials of coverage.   Representative Thomas has got a bill to require the appeals process which has been co-sponsored by Representative Stark.
Policy Objective(s) and Support for/Opposition to the Status Quo

· HIMA supports an open review process (one that is clearer like the FDA).  They support non-cost criteria for coverage and an appeals process.
Advocate’s Experience: Tenure in Current Job/Previous Experience

· I interviewed Ted Mannen, Executive Vice President on his last day of work for HIMA.  After 17 years with the organization he was returning to practicing law.  He had been a lawyer on the Hill prior to joining HIMA. 
Reliance on Research: In-House/External 
Not audible on tape/noted not clear.
Number of Individuals Involved in Advocacy 

· About 19 people across the two units described below.

Units in Organization Involved in Public Affairs/Policy 

· There is a payment/Medicare division with a small staff (2-3 people).  In this unit we use contractors – lawyers, economists, public affairs firms, lobbyists.  There is also an FDA unit with about 15-16 staff and a small budget for external support. 
· There’s also an international unit [I didn’t get information about this unit and there staff are not counted in the figure cited above.]

Type of Membership: None, Institutions, Individuals, Both 

Not obtained.

Membership Size 

Not obtained.

Organizational Age 

Not obtained.

Miscellaneous
Mannen suggested I speak with the following people about this issue:

· Sandy Sherman, AMA

· Jeff Kang, HCFA Quality Assurance

· Grant Bagley, HCFA

· Bill Walters (worked for Representative Thomas but now is with Merck in DC)

· David Flemming, Genzyme Corporation (this is a Massachusetts device group – he’s active at the federal and state levels, 617. 252.7743)
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