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On 1 December 2006, a draft medicine pricing benchmarking methodology was published by the Department of Health on the recommendation of the Pricing Committee. 

Background to international benchmarking

The benchmarking of medicines forms part of the Pricing Regulations of 2004, published in terms of the Medicines and Related Substances Act of 1965, as amended. Section 22G of the Act tasked the Pricing Committee with the introduction of a transparent pricing system. This system included the setting of a Single Exit Price (SEP) and a system of logistics- and dispensing fees. The logistics fees are included in the SEP, so that the basic price patients pay for medicines in the private sector, are exactly the same, irrespective of where such patients are. SEPs were set during the second half of 2004.

Other components of the regulations include:

· The capping of logistics fees

· The setting of dispensing fees for medical practitioners and pharmacies

· The setting of the SEP for new products

· Annual price increases

· International benchmarking

· Publication of unreasonable prices

Of these, only the setting of the SEP for new products and annual prices increases has been established.

Success of current pricing regulation implementation

The implementation of the SEP in 2004 yielded a saving of between 19 and 21% over the total market.
 In addition, there has been price freezes since the publication of the draft SEP-regulations. The first announcement for price increases (of 5.2% for the years 2005 and 2006) where made in October 2006, which increases became effective, for companies, which notified the Department of Health, early 2007.

These savings have also impacted the medical schemes environment. If the so-called “healthcare pie” is re-drawn (figure 1, based on CMS Annual Report 2005-2006) to include the costs relating to the full delivery of healthcare, medicines only constitute 13,45% of the Rand spend in the total medical schemes market. When non-healthcare costs are removed from the pie, the medicines portion is still in line with international benchmarks (if set in terms of the relevant insured populations) (Figure 2).

The total medicines market for 2005, were close to 1997 levels when medicines spend were below R7billion. This figure includes dispensing fees and logistics fee. If in-hospital medicines are included, and dispensing fees excluded, the trend-line in terms of medicines expenditure are the same (Figure 3). In addition, in some cases hospital costs show no separation of medicines purchases from rest of pharmacy bill.
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[image: image1]
[image: image3.emf]22.80%

21.10%

18.90%

17.70%

17.70%

15.70%

14.10%

12.80%

12.30%

0% 5% 10% 15% 20% 25%

Spain

Italy

France

Canada

OECD Average

South Africa

Germany

Australia

US


Figure 2

[image: image4.emf] 

R 1.2

 

R 1.6

 

R 1.9

 

R 2.2

 

R 2.6

 

R 2.0

R 7.2

R 7.9

R 8.6

R 7.3

R 8.7

R 8.2

18.97%

14.82%

22.30%

15.70%

20%

26%

28%

30%

32%

31%

19.61%

20.76%

22.13%

22.04%

19.20%

23.50%

26.50%

26.92%

R -

R 2.00

R 4.00

R 6.00

R 8.00

R 10.00

R 12.00

2000 2001 2002 2003 2004 2005

10%

15%

20%

25%

30%

35%

Out Of Hospital Medicines (Incl.Disp Fees)

In Hospital Medicines (Incl Disp Fees)

% Of All Benefits Spent On Out Of Hospital Medicines (Excl. Non Healthcare Costs), Incl.Disp Fees

% Of All Benefits Spent On All Medicines (In-Hospital+Out Hospital) Excl. Non Healthcare Costs, Excl Disp.Fees

% Of All Benefits Spent On All Medicines (In-Hospital+Out Hospital) Excl. Non Healthcare Costs, Incl Disp.Fees


[image: image2]
Figure 3

It is estimated that, should the logistics fee be capped and the dispensing fees be set, a total savings on medicines prices of around 41% would be seen in the overall market.

International benchmarking process

The Pricing Committee called for input on the international benchmarking methodology early 2006. Various trade associations made submissions to the Committee. Proposals were made by industry as to possible comparable countries, as well as the methodology for establishing the benchmarks.

In October 2006 announcements were made as to the proposed benchmark methodology. The Draft methodology was published for comment on 1 December 2006. The draft methodology differs for innovator, generic and over-the-counter medicines.

The pharmaceutical manufacturing industry made a single submission through a body, called the Pharmaceutical Task Group (PTG), similar to the body, which commented on the SEP-proposals in 2004. The key principles, which the PTG have set as underpinning its comments and proposals, are:

· Basket of benchmark countries must be economically comparable to regulated part of SA market.

· Benchmark countries must respect intellectual property rights and have comparable medicines regulatory environment.

· Benchmark countries must have transparent and effective pricing systems.

· The viability of industry must not be placed at risk through the adoption of a particular benchmark methodology.

· The methodology must enhance the pricing regulations, i.e. increase transparency and ensures that savings reach patients and create headroom for increased access.

· Benchmarking should be a once off process, as other issues, such as new products, prices increases and perceived unfair pricing of existing products are regulated through other parts of the regulations.

In short, the PTG submission proposed that the logistics fee be capped before benchmarking. It has also proposed a specific methodology, which it regards as fair and reasonable, for existing originator products, i.e. a formula based on principles set by international best practice, which take account of different economies and markets in a comparable basket of countries. It has also proposed that generic medicines be left to market forces and that interference in over-the-counter medicines should only take place where there are clear cases of high or inappropriate prices.

The Pricing Committee is currently considering all submissions, and will make a recommendation to the Minister of Health, who will have to publish a final international benchmark methodology.

Meaning of international benchmarking

The methodology has to be developed pursuant to regulation 5(2)(e) of the Pricing Regulations, which reads as follows:

The Minister on the recommendation of the Pricing Committee must determine and publish in the Gazette a methodology for -

· conforming with international benchmarks, 

· taking into account: 

· the price, and 

· factors that influence price…

· at which a medicine is sold in other countries –

· in which the prices of medicines are regulated and 

· published 

· and the single exit price of each medicine or Scheduled substance must, within three months of publication of such methodology in the Gazette conform with international benchmarks in accordance with such methodology

The Constitutional Court has interpreted this regulation to relate to the objective of transparency and to bring the SEP into line with prices in other countries where the prices of medicines are regulated.
 The power which exercised by, inter alia, deciding what factors are relevant, decide in countries which are to be used for the purpose of benchmarking and to apply it in determining whether or not the SEP is in conformity with international benchmarks.

What is being benchmarked?

Regulation 5(2)(e) refers to the Single Exit Price, which could mean that all medicines with an SEP, should be benchmarked. However, as the objective of benchmarking is to increase transparency and decrease medicine cost (i.e. South African in private market are paying a fair price for healthcare), the reality of the situation may dictate that no benchmarking is required, as the objectives have already been achieved.

However, opinion varies on this matter, and this article is limited in that it addresses only innovative medicines.

Challenges

From the interpretation of the Constitutional Court it is clear that benchmarking is about international comparisons, and involves a set of elements to be considered, that is:

· The chosen comparator countries where prices are regulated?

· What are the prices in those countries and are they published?

· What are the factors, which are to be considered, as those influence pricing in those countries? 

· To what extent, and how should these factors be considered in benchmarking one price against others?

· The specific mathematical formula in order to benchmark prices, that is, should one take out the highest and lowest price, should one take the median or an average, or how many countries are sufficient to establish a fair benchmark?

In terms of the comparator-countries, it seems impossible to find a perfect match for the South African healthcare system. Most developed countries have comprehensive health insurance systems, or with well-funded and organized public health systems, whilst many developing countries have public health systems funded through taxation. These are the sectors, in such countries, which are price-regulated. In contrast, the pricing regulations apply to the private sector in South Africa.

The above fact complicates the search for a fair benchmarking methodology. In addition, market realities in South Africa are different from those in propose benchmark countries. These include, but are not limited to volume differences and differences in sizes of benchmarked populations, reimbursement policy differences, regulatory time-lines, differences in generic uptake post patent expiry, additional transformation requirements (such as those in the Broad Based Black Economic Empowerment system) and effective patient life for originator products.

Will benchmarking increase access to healthcare?

A key question in medicine regulation is (a) whether the current SA medical scheme patient benefited from the medicines pricing changes and (b) whether it will assist in ensuring greater access to healthcare for the uninsured, privately paying members of the public. 

On the first point, patients appear to face increasing co-payments in order to obtain medicines. On the second point, without appropriate funding mechanisms, most patients, even those of higher income levels, will find access to various aspects of private healthcare unaffordable.

Access of more patients to the benefits of risk-pooling, especially for patients who are outside of the current insured system, should be of pivotal importance in all healthcare reform. It is not certain that price cuts on individual medicines items will ensure greater access to healthcare, or will broaden the rights of South Africans to social security within the healthcare system.

One proposal that the innovative industry has made in this regard is an access subsidy for medicines for lower-income households.
 However, to address this greater system-challenge, public and private sector role-players have to enhance its own engagement with the system, taking collective ownership of the overall challenge of access to healthcare in a solution-driven manner.
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OECD Health Report 2006, CMS Annual Report 2005-2006





CMS Annual Report 2000-6, Dispensing Fee 2000-2003 = +50%-30%


Dispensing Fee 2004-2005 = Max 26%








� Media briefing by the Ministers of Health and Social Development on the Programme of Action of the Social Sector Cluster, Pretoria, 28 June 2005, Minister of Health reports a 19% decrease when compared to Blue Book prices (� HYPERLINK "http://www.pmg.org.za/briefings/briefings.php?id=232" ��http://www.pmg.org.za/briefings/briefings.php?id=232�); “Stop lies: list medicines more expensive” Press release by Department of Health 5 Sept 2005, noting price decreases in the 2004-2005 Mediscor Report of between 12 and 27%; CMS Annual Report 2004-2005, pg 9, reporting a 21% decrease.


� Minister of Health and another v New Clicks and Others, Constitutional Court, Case No 59/04 par 192, par 278.


� Par 280.


� Initial proposals have been included in the LIMS investigations recorded on the Council for Medical Schemes website (www.medicalschemes.com).
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