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I’d like to start by briefly presenting the Canadian health care system, because it is not the same as the one in Belgium; hence my remarks on reference pricing should be interpreted against the Canadian background.*
Canada is a federal country comprising 10 provinces, each of which has its own health care systemThe constitution makes health care a provincial responsibility. As you know, the central government even in a federal system often manages to gain greater power than what the framers of the constitution originally planned, and this has happened in Canada. This means that the provinces donot finance health care exclusively from provincial taxes. The federal government makes transfer payments to finance provincial health systems, under certain restrictive conditions, but doesn’t control the standards of health care. There are some common features however: one is that the government has a monopoly health insurance plan. Unlike Belgium and several other European countries, Canada does not have sickness funds or social insurance via the employer, the church or business. When a Canadian visit a doctor or a hospital, the single payer is the health insurance agency of the provincial government in question, in my case the British Columbia Medical Services Plan. 

Physicians may not opt out of the system, for the provincial government also manages the hospitals; nor may patients opt out, as the health insurance is financed by taxation. A medical visit entails no out-of-pocket payments for the patient. In some provinces, it is even illegal for doctors to charge a rate different that the one determined by the province, even if they are able to opt out. Private clinics are severely restricted: abortions or cataract surgery can be done privately in some provinces, but any procedure involving an overnight stay will be done in a government-funded hospital.

Government effectively took over the health care system after World War II, but the monopoly does not cover prescription drugs. There is a private market: patients pay about 18 cents of each dollar directly. Furthermore, private insurers pay about 35% of the costs of prescription drugs. Provincial governments have set up schemes to subsidize prescription drug use, and these represent about 40% of the market. The remaining 7% is accounted for by programs such as Workers’ Compensation Boards, publicly mandated bodies that are indemnify injuries sustained at work, and some small federal government programs for veterans and aboriginal Canadians.  This presentation addresses reference pricing in the government-run drug plan for the province of British Columbia.

The Reference Drug Program in British Columbia was established in 1995-1997 for five different classes of medicines : 

· non-steroid anti-inflammatory drugs (arthritis)

· H2 receptor antagonists (ulcers)

· Nitrates (angina)

· ACE inhibitors

· Calcium channel blockers

Reference pricing means that, instead of subsidizing equally all drugs in a therapeutic class, a committee will examine each drug’s cost-effectiveness. If it determines that an older drug costing 10 cents a day is as effective as a newer drug, costing 1 dollar a day, the subsidy will benefit the older drug. The program was based on research done within the BC Pharmacare in 1993, showing that newer ACE inhibitors and calcium channel blockers which were driving up costs. At the same time, patents expired and prices were dropping for older drugs.

When first introduced, the program caused a lot of trouble with pharmacists and doctors in British Columbia, especially cardiologists. The Canadian Cardiovascular Society declared that the reference pricing scheme would be very harmful for patients, because the new drugs were very valuable and physicians did not want to be restricted by government from prescribing them. The response from advocates of reference pricing was to say that cardiologists simply didn’t want to be bothered by paperwork (obtaining full subsidy for the newer drugs would require filling in forms to be submitted to the government agency in charge). Others have suggested that doctors were critical of the RDP because they were influenced by representatives from major pharmaceutical companies, who take them for golf, dinner and the opera, thereby biasing their judgement.

Fortunately, when the program was introduced, the provincial government encouraged research into its effectiveness and consequences.

Here are some statements (slide 6) on the Pharmacare Reference Drug Program: 

“If there is no evidence that a higher price buys better effectiveness or fewer toxicities, the extra cost should not be covered.”

“A key feature of the BC reference drug program is the flexibility to allow full funding of non-reference drugs, if the physician reports that the patient has a specific clinical need.”

To me, these statements are in contradiction with each other.

Thirdly, NSAIDs and Nitrates “were judged equivalent in therapeutic effect, differing mainly in their adverse effect profiles”. As a layman, I think adverse effects are an important part of prescription drugs.

The Pharmacare managers thought, when introducing the RDP, that the response from the research-based pharmaceutical industry would be to reduce drug prices, in order to ensure a place on the list; this did not happen however.

(Slide 7)

In only one therapeutic class did manufacturers of patented medicines cut prices.  The research showed some cost savings in nitrates (specifically nitroglycerine patches, which were not preferred on the list), because many patients moved to less expensive medicines. Then, 3M entered the market with its new patch at a very low price.  Other manufacturers of patches reduces prices because of this new competition.  This led the government to start subsidizing all patches fully. So, nitrates was the only example where unequivocal cost reduction, but only because a new entrant undercut the prices.

The next slide shows the development for calcium channel blockers. And, somebody asked if you could pay the difference; yes, you are free to pay the difference. Private spending doubled and government spending decreased by 20%; that is to say, public savings occurred from shifting costs unto patients. 

Looking at patients taking ACE inhibitors, the new regime meant that doctors would tell patients that new medicine is no longer subsidized and offer to switch to the old product. Almost half of the patients chose to keep their treatment and pay the difference. About 30% of patients benefitted from an exemption by administrative authority, so that they were able to keep taking the more expensive medicines with full subsidy. Only 18% elected to switch to the less expensive product.

Thus, one may argue that new products are not more effective than their predecessors.  However, my response is that you cannot know this for certain. In British Columbia, patients had a choice and most of them chose to stay with their existing treatment.

For each cardiovascular group of medicines, they all had higher death rates 20 weeks after the introduction of the reference pricing scheme. There was also a short-run increase in the risk of hospital admission for cardiovascular surgery (patients on ACE inhibitors and calcium channel blockers switching drugs). Also, there was an increase in emergency room and doctor’s visits for patients with angina switching drugs.

Some argue that these types of outcomes were not statistically significant.  For example, according to Dr. Schneeweiss (Harvard University), in article published in the New England Journal of Medicine, the people who switched from new to older ACE inhibitors experienced an increase in hospital admissions by 19% in the first two months after the RDP.  But, he says, this is not statistically significant.  Technically he is correct.  However, his data has aconfidence interval from –1 to 42%, that is,  one  could drive a truck through it without showing statistical significance. I agree that we cannot say that RDP caused this; but contrariwise, we cannot say it didn’t in view of the statistical standard. A lot more research is needed.

In terms of budget: 10 years before introducing reference pricing, British Columbia, compared to the rest of Canada, had lower spending overall. In October 1995, the RDP scheme was introduced:following the program’s introduction, spending increased compared to other provinces. 

And as you can see on the slide comparing British Columbia to Quebec and Manitoba, reference pricing performed less well.  I compare to Manitoba because that province implemented a different policy to contain costs around the same period.  Instead of favouring certain drugs, Manitoba limited its subsidies based on beneficiaries’ incomes.  I argue that the results show that this is a better way to ration pharmaceutical subsidies.

Debate

Yolande Avontroodt, Belgian MP:

The new bill on reference pricing in Belgium has passed a first vote in the Council of Ministers, but has not yet been voted by Parliament. Major stakeholders will be invited to a hearing in the third week of February 2005.

First of all, Belgium doesn’t have such a restricted system as the one described for Canada. That is a first big difference, since the federal government does not play the same role in Belgium. Second, we have a small share of private insurance. Third, I would have liked to hear more about the impact on innovation in Canada from the reference pricing scheme, nor the impact of parallel imports of medicines. If you could give a figure, that would be useful for the Belgian context as this is a major issue in Europe. I was very impressed by the figure on the compliance by patients; we don’t have similar data except for one class of medicines.

I’d like to quote from the memo to the Council of Ministers concerning the new law, which calls for a socio-economic study  which as an MP I think is necessary before voting the new legislation: the memo calls for the legal applicability and embedding into the health care system, and the consequences for neighbouring EU countries. Third, the guarantees for availability and access of drugs. This is very important in the European constellation. Fourth, the impact on the knowledge economy and the research-based drug industry including employment and international outsourcing of R & D; I did not hear anything in the presentation on this aspect. You probably have data on this in British Columbia as well.

Concerning access and availability to innovative drugs, there is a risk of a two-tier (or two-speed) system on the Belgian market: you mentioned that 40% of the patients chose to stay on their medication. This is very significant, and this to my mind would be the consequence in Belgium as well. We have provisions for those citizens who cannot afford more expensive medicines, and we need to take this into account in the new legislation in terms of the budget allotted to drugs.

I think most of our audience is aware of what is coming, but the first issue currently is the possibility for the government minister to organise a market consultation within the framework of a grouped revision. This doesn’t really correspond to the New Zealand model which is geared to the sole supply from the cheapest producer. The government memo is not bound by a single reimbursement policy, although this is not explicit in the draft law. Second, the reference pricing model is modified, staying closer to the Dutch and the German reference pricing schemes, i.e. not confined to identical products and doses, but enlarged to all galenic forms. This could have a great impact on the implementation. I don’t know if this is the case in the Canadian scheme.

Last, the law would give the minister increased power to request reimbursement for specific cases as needed. 

Compared to the New Zealand model, there seems to be no market consultation in Canada, having a single provider and payer of health care services. 

In conclusion, I’d like to ask if there are many drugs which are not available in British Columbia? This is a big issue, since there are many drugs on offer in Belgium, and we would like to keep them.

John Graham:

I don’t think so; there are lots of drugs which are not fully subsidized but which are still available to patients who are prepared to pay for them. In terms of reference pricing instituted in British Columbia, I don’t think that this would give perverse incentives to the drug manufacturers not to supply the drugs, since so many people are prepared to pay out-of-pocket. The current fear in Canada is that the increasing parallel trade in medicines from Canada to the United States may cause problems for Canadian supply, but I do not believe that any drug maker has stopped supplying any medicine to British Columbia due to reference pricing.

The controversy in medical circles occurred because the products included in the reference pricing scheme had different chemical compositions. As an example, all ACE inhibitors were put in a single category. The older ones were coming off-patent, but the new products were put in the same basket and the reference price was that of the generic products.  I emphasise that the therapeutic categories did not just include brand-name and generic versions of the same medicines, but chemically different medicines.  This caused concern amongst physicians.

Concerning innovation in British Columbia, certainly drug companies will say they don’t seek to invest in the province. But I don’t really have evidence of this, although most investments in pharmaceutical R&D in Canada is concentrated to Quebec and Ontario because these are provinces more favourable to innovation for a number of reasons. But there is no significant research or manufacturing of prescription drugs in British Columbia. Small biotech companies may occasionally attract investment for new inventions; but in global terms, British Columbia makes no difference to the profitability of major pharmaceutical companies.

In Europe, you may not be able to isolate the impact of reference pricing as reimportation (parallel trade) is legal. If it were to spread, it could have an effect on innovation, but I don’t know enough about this.

In terms of access, those who switched drugs as a result of the RDP were people with lower incomes, i.e. those could afford the products which were no longer subsidized had better access. It is likely that the 18% of patients who switched back to the older ACE inhibitors were those with lower incomes.

Question: 

What is the time frame for implementing the Belgian reference pricing legislation?

Yolande Avontroodt:

The proposal is now in the upper Council of Ministers and will be submitted to Parliament within a month, following the hearing with major stakeholders (25 January). There will be a second hearing, including patients and international experts; maybe we will also invite experts from British Columbia. 

The other parts of the law will be introduced before April 2005 because of commitments to insurers and providers.

Question: 

Do you see any possibility that the government could come back on the reference pricing issue, following input from the hearings?

Yolande Avontroodt:

If there are figures concerning the impact on lower-income patients, it is possible. We need to have more involvement by patient groups which are not yet aware of the legislation.

Helen Disney:

Is there currently a provision for dealing with the problem of equity for those lower-income patients with specific needs, i.e. the government waiving the extra co-payment.

Yolande Avontroodt:

Yes, the so-called maximum account provides for full payment for low-income patients; but this will also distort the market which is something which has not been taken into account yet.

Helen Disney:

Another question for John Graham: has the government been criticized for this system and what have been the political ramifications?

John Graham:

The system was certainly very unpopular with doctors, pharmacists and patients when it was introduced by the socialist government in the late 1990s. The Liberal government which came to power in 2001 did not abolish reference pricing, but it did increase co-payments and deductibles. No other province has implemented a similar system. What I would suggest is to subsidize the patient rather than the manufacturer, i.e. look at the patient’s needs and give him a higher subsidy, based on his income. This is what happened in other provinces: means-testing limits the subsidies to lower-income categories, but the government doesn’t make the decisions about which drugs should be used.

Question:

How was the system of special exemptions monitored?

John Graham:

This would take a lot of time to research. Also, because I’m an outsider, it is questionable whether the government agency would give me adequate information, because it has a duty to protect patients’ privacy. 

But one of the reasons why we had a lot of information on how many people switched drugs or exempted is that the government set up a computer system linking all the pharmacies in the province, PharmaNet. Any citizen going into a pharmacy hands in her patient card which contains information on the level of subsidies she is entitled to. This data goes into a government computer, which facilitated the work of researchers. The special exemptions however, are done by fax from doctors to the government agency. So there must be a large warehouse somewhere storing all these faxes! Anyone who had the courage to go through them would certainly find a lot of valuable data.

Another piece of interesting information would be the percentage of acceptance and refusal of exemption demands. I think almost all of them were approved, for Pharmacare managers were very scared that something would go wrong, e.g. a child suffering from asthma, having a crisis shortly after switching drugs as a result of the reference pricing scheme. 

You have to realize that practising medicine in Canada is very difficult, as physicians have one single customer: the government. Everything is done according to the fee schedule: a medical checkup for somebody like myself costs $ 90 dollars and should take 23.5 minutes! The day of a doctor is very regimented in terms of billing. But faxing requests for exemptions wasn’t paid for during the early stages of RDP; later, doctors were indeed paid, but then argued that the government owned them a back payment for the previous period. So there was no incentive for doctors to behave on way or the other.

Helen Disney:

I think our discussion has raised some very interesting questions. We know that reference pricing presents a potential interest for European governments concerned about spiralling costs; but if we look at the figures from British Columbia, it would seem that this is a false economy if it means that patients will experience longer and more frequent hospital stays because of less effective medicines; this should be a concern for patient groups in Belgium. 

There is also the issue of the impact on innovation and the European economy if the concept of reference pricing is picked up in other countries as well. In terms of the medical profession, this could mean that prescription is made on cost-effective grounds rather for clinical-effective reasons.

We hope that this issue will be debated more widely in coming weeks by Belgian think-tanks and media. Thank you for attending: our next meeting will be on 15 February with Laurent Alexandre, French doctor and health care specialist. 
* The full paper is available in English, French and Dutch at the website of the Centre for the New Europe: http://www.cne.org/pub_pdf/2005_01_00_reference_download.htm
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