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Regulatory Impact Analysis is a high level summary of the problem and key objectives to be achieved. It evaluates impact of all regulatory and non regulatory options available and documents why it preferred the option chosen as best.

In 1991 US FDA while issuing an advanced notice of proposed rulemaking on labelling did not require trans fats be listed. However it requested comments whether listing of trans fatty acids should be voluntary. Two years later, it commented that to include trans fatty acids on labels was premature because of a lack of agreement on the dietary implications. Six years later, it amended labelling rules to require trans fat be included in the amount declared for saturated fatty acids with a footnote indicating the amount of trans fatty acids in a serving of the product when the product contains 0.5g or more. Finally, in July 2003, 12 years from its first position on trans labelling it amended rules requiring declaration on a separate line immediately under saturated fatty acids. It had determined that the dietary exposure approximately 5.8g per day and evidence of dose dependent adverse effects on health required the amendment.  The amendment came into force January 2006. The entire rulemaking process took 15 years from an emerging concern to implementation. 

Why did it deliberate the issue so intensely and purposefully? In an impact analysis based on evidential exposures and risk assessment it estimated that 3 years after the effective date, January 2006, trans fat labeling would annually prevent from 600 to 1,200 heart attacks and save 250-500 lives. Based on this estimate, this rule will realize a cost savings of $900 million to $1.8 billion per year in medical costs, lost productivity, pain and suffering. Industry would incur a one-time cost of approximately $140 to $250 million, that include analyses of trans fat in food products, relabeling the nutrition facts panel to add trans fat, and reformulating products voluntarily to decrease the amount of trans fat.

By comparison notification GSR 664 requiring trans fat labelling to come into force in March 2008 has neither provided evidential exposure of the Indian consumer to trans fats nor estimated what health benefits or avoidance of disease that will accrue over a period of time. The character of domestic rulemaking is considerably biased towards enactment of rules rather than enablement of law to address health or safety issues. When regulations are made in absence of quantified dietary exposures and consumer benefits, verbal expressions of ‘in the consumer’s interest’ are inaccurate and pretentious. A key element missing in Indian regulations is regulatory impact analysis which is the core discussion of this article. 

What is regulatory Impact Analysis? 

Regulatory Impact Analysis is a high level summary of the problem and key objectives to be achieved. It evaluates impact of all regulatory and non regulatory options available and documents why it preferred the option chosen as best. This procedure ensures government departments entrusted with the regulatory task undertake robust preparedness prior to reaching the legislative step. 

Regulations are all those activities of government that influence or control, either directly or indirectly, the entire food supply chain, including primary producers, food processors, retailers and food preparation businesses. This may be through regulatory controls and includes all rules or standards, which require legal compliance or codes of practice, analytical capabilities for which there is a reasonable expectation of compliance.

When a regulation is legislated, two factors become operative - compliance costs and consumer benefits. Hence the regulator before taking the legislative step conducts a regulatory impact analysis to ensure public money is well spent as well as the regulatory burden on industry yields genuine benefits to consumer or the community. 

Costs allocable to government are those incurred in surveillance and monitoring, laboratory, equipment, litigation and many others that can be characterized as specific or additional or consequential to the regulation. Added to these are costs incurred by Industry in terms of additional business costs from manpower, quality control, packaging changes, reformulation and litigation. These costs get lodged in cost of the product and ultimately the consumer pays for the regulation. Against these quantified costs are benefits flowing on to consumers and society in general from reduction in incidence of food borne illness, or diet related diseases. The task of Regulatory Impact Analysis is to ensure that regulations are working effectively and regulators acting responsibly.

How does one begin a regulatory impact analysis? It begins by asking fundamental questions for which data is sought and analyzed [fig 1]. Let’s take the example of the labelling declaration of sugar. The fundamental questions are:  

· What is the problem that the government is addressing here? 

· Is the Indian population consuming alarming levels of sugar from prepackaged foods?

· What is the major source of sugar intake?

· What alternative approaches are available – regulatory and non regulatory

· What are the costs to government and industry and benefits for consumers in each option?

· What is the need for government to intervene? 

· How and when should the government measure achievement of the objective of the regulation?

Asking such pertinent questions and collecting data should have been a prerequisite when government required inclusion of sugar in nutritional labelling on prepackaged foods. It neither determined if sugar consumption is high, nor identified the source of high intakes, nor evaluated whether effective alternatives to labelling exist, nor calculated what health benefits would accrue to the consumer. 

To provide a brief insight to the process of regulatory impact analyses consider the evidential consumption of sugar. Market data reports prepared by various agencies are reliable inputs to consumption patterns.  According to an A C Nielsen report of the total non levy sugar consumption of 17.52 million metric tones [mmt] in 2007, 2.24mmt is directly consumed by households with income greater that Rs. 5000 per month, the demographic group in the packaged foods space [SEE TABLE 1, 2, 3].  Industrial and small businesses consume 5.26mmt and 5.51mmt respectively. Sweet meat vendors are the largest consumers accounting for 58% of total consumption by small businesses.  In the industrial sector, confectionery, bakery and carbonated beverage sector consume 2.67mmt, less that the sweet meat sector, 3.2mmt alone. The total consumption arising from the unregulated sector is 7.75mmt compared to the industrial sector 2.67mmt, about 3 times more than what the new labelling regulation hopes to control.  Consumption data suggests that major exposure lies in the sector where labelling regulations has no writ – in fact GSR 664 exempts sweet meat vendors, catering services from labelling rules. The legislative option of requiring prepackaged foods label sugar is not the preferred option of obtaining consumer benefits. 

The key point here whether the per capita consumption of sugar in an Indian household around 60kg is considered excessive and if any recommended daily intake from the food pyramid is available as information to consumers. If an impact analysis were done the Government would have arrived at a non regulatory option of educating the consumer rather than requiring labelling of prepackaged foods.

Prepackaged foods account for only 3-5% of all foods consumed and is not the major source of sugar consumed. The kinds of foods consumed are not daily requirements nor consumed excessively. Labelling of prepackaged foods as information for diabetics may be a presumption and needs validation. A rough off the surface take on the consumption data reveals that the Indian per capita consumption of biscuits, according to the Federation of Biscuit Manufacturers of India is 2.1kg. Chocolates consumed are around 0.3kg per year.  Compare this with per capita consumptions of 10kg biscuits and 11kg chocolates per annum in Europe. If one were to apply the impact analysis principle it makes eminent sense for labelling requirements for sugar declaration in Europe, since prepackaged foods form a major source of sugar intakes. In this case label disclosures of the amount of sugar would significantly contribute to consumers being able to compare foods based on the sugar contained in them. It is another matter that nutritional labelling in EU is voluntary unless a claim is made.

Regulatory impact analysis raises the process of rulemaking as being open, transparent, and an empirically based system. It explains how the government has arrived at the preferred regulatory option, thereby building confidence in government’s internal processes. The US FDA is subject to an annual performance appraisal and publishes its achievements against the objectives and goals its sets for itself derived from government policy. Indian food regulations need to provide a completion of the purpose on which rules are made, the absence of which suggests a simplistic copy of rules existing internationally. 
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Conducting Regulatory Impact

Stage 1: Identify the problem

Is regulation the appropriate response?

Regulation 

avoided

YES NO

Regulation abandoned 

or consultation

exercise repeated

YES NO

Are all those likely to be affected 

included in the consultation?

Stage 2: Consultation

Stage 3: Preparation of the 

legislation

Regulation 

abandoned or 

legislation redrafted

YES NO

Regulation 

abandoned or 

legislation redrafted

YES NO

Does the legislation reflect the 

evaluation undertaken and does it 

adequately address the problem?

Stage 4: Re-evaluation of the 

regulation legislation during 

Parliamentary passage

Does the legislation still meet the 

objectives as originally intended?

Is the regulation still achieving its intended 

benefits and without unanticipated costs?

Stage 5: Monitoring existing 

regulation

Abolish the 

regulation or 

amend it

YES NO

Regulation remains 

appropriate – but still 

re-assess periodically

The RIA Process

David Parker


Fig 1

[image: image2.emf]
Table 1

[image: image3.emf]
Table 2

[image: image4.emf]
Table 3

(((





























































































