Medicines out of reach
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 THE Pakistan Pharmaceutical Association (PPA) recently recommended an increase of up to 18pc in the price of medicines while the Drug Regulatory Authority of Pakistan (Drap) found itself in disarray.

This is a major increase, and comes on the heels of a series of unilateral price increases instituted by the industry in the grey period between the passage of the 18th Amendment and the formation of Drap last year. These price hikes remain in place as legal challenges work their way through various courts.

What has been Drap’s response? Silence. Not a hint of anything resembling the threat of regulatory action. The only judgement that can reasonably be made is that Drap is abysmally failing in its duty.

Drap was formed to oversee regulation, registration, safety and pricing issues related to drugs — in addition to a whole host of other functions such as domestic manufacturing. One year on, Drap has failed to find the administrative sure-footedness required to discharge its mandate, with huge implications for public health in the country.

Treading in the discredited regulatory pathway of its earlier incarnations, Drap has shown great alacrity in registering new drugs which right now should not be a priority. One figure quoted in a study by S. Zaidi and others for the World Health Organisation in 2013 put the number of registered raw material needed to manufacture medicines between 1,100 and 1,200, and registered drug products at 5,000. It can safely be said in the context of Pakistan that the number could in actuality be higher.

The over-registration of drugs — chiefly the tendency to maintain several brands of the same drug (even as there is a shortage in the market of essential medicines) — in itself constitutes a big headache for the new authority. Yet, rather than focusing on regulation and quality control, Drap has approved a batch of 47 drugs. What it should have concentrated on, instead, was strengthening the price controls on existing drugs. It has to rein in the prices.

In addition, the body has discharged its price-determination mandate shoddily. Rather than framing a public-protective and scientific formula to determine pricing levels, the authority appears to have assured the PPA that it is ready to approve a 1.5pc annual increase, backdated to 2001, when the mythical price freeze is reported to have been enforced. The notion of a 2001 price freeze does not correspond with the retail experience of long-term patients and press reports of serial price hikes over the years.

This reflects poorly on the expertise, regulatory zeal and bureaucratic efficiency of the authority. Not surprisingly, calls for radical changes are growing louder. The new minister, Saira Afzal Tarar, has reportedly hinted at the possibility of a revamp of the authority. This opening should be used to make the authority more effective, open and representative by factoring in the following suggestions.

First, the proposed revamped Drap should be meticulously balanced in representing the views of all stakeholders — civil society groups and others invested in the issue. This would make Drap more representative and balanced.

Second, Drap should be a body that functions transparently, is accountable and above board in its deliberations and processes. This can mean a public announcement of all new drugs approved, along with the rationale for approving these and data on the drugs’ safety and pricing uploaded on its websites and other official publications.

Third, Drap should focus less on the licensing and registration side of regulations in an already oversaturated drugs market and more on monitoring the quality and standards of existing drugs on the market. In particular, it should promote an essential list of 352 drugs and act concertedly to make them available and affordable.

Fourth, the regulatory authority should devise a watertight and rational pricing formula which takes into account the interests of both patients and the industry. The resort to a back-of-the-envelope calculation of 1.5pc increase per annum is irrational and arbitrary. In India, two pricing formulas are used: one cost-plus and the second market-linked price. Drap should frame a pricing formula that is just, lasting and in line with regional practices. It should also act to put the official prices of all medicines on its website.

Fifth, Drap should be invested with wide-ranging powers and enabled to exercise them authoritatively. It should be equipped with the power to reduce overcharged prices as is the case in neighbouring countries. It should act immediately to reverse the recently announced price increases.

Sixth, Drap should encourage genuine competition in the market as an essential part of its price-control regime. To achieve this, it should consider forming a close partnership with the Competition Commission of Pakistan in order to promote genuine competition and to prevent any appearance, or existence, of cartelisation.

To be fair, Drap cannot discharge its mandated functions at a time of weakening state capacity and mounting outside interests without concerted help from the media, civil society and the judiciary. The media can help by delving deep into the politics of regulation and exposing any contemplated deviation of Drap from the rules and mandate that govern it and by examining the claims of the industry critically.

Similarly, civil society can help by becoming part of the processes and deliberations that are needed for Drap to assume its watchdog role. The judiciary can speed the process along by acting quickly on cases that are winding their way through the courts, pronouncing on the outlines of a just pricing formula, and setting precedents that would discourage the use of the courts as a vehicle for sustaining unilateral price-gouging practices.
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