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PAIN AND ITS MANAGEMENT IN DEVELOPING COUNTRIES

Chapter Outline 

Section 1:  The Nature, Causes and Burden of the Condition
1.1 Causes and characteristics of the burden -- Introductory section that lays out the magnitude of the problem of pain in acute and chronic diseases and the importance of relieving pain to improving quality of life as well as the dignity of death in people suffering from terminal conditions that cause severe pain.   The goal of pain management is effectively preventive – that is, it is to prevent major suffering when the diseases that cause major pain cannot or have not been successfully prevented.  There is evidence that people fear dying in pain more than they fear disease itself. 

Weave into this section the following points:

1.  Description of types of pain including acute (trauma, surgery) and chronic (musculoskeletal, low back, arthritis, neurological), and pain from disease progression in fatal diseases. Include different ways of categorizing pain (tables helpful in summarizing here).  

2.  Focus of this chapter on AIDS and c cancer.  Recognize, though, that people in developing countries suffer the full panoply of syndromes and diseases causing pain as exist in developed countries (refer to other chapters for primary cancer and AIDS treatment and for pain related to other conditions.).

3.  Types of pain associated with cancer and AIDS. – A somewhat clinical description of types of pain.

4.  A description in human terms of the kinds of extreme pain that (in the absence of pain management) people with these conditions can go through.  (e.g., the Vietnam example—“screaming room”)

5.  A description of how families and communities react to untreated pain in their loved ones.  Pain and suffering of families of people with inadequately treated pain; (Wording such as:  Suffering from pain extends far beyond the confines of the individual actually experiencing it.)  Also, loss of work for family members (brief mention).  Bring in here any evidence from literature on how families in developing OR developed countries react to bearing witness to their loved one’s pain. (e.g., hospitalize patients out of desperation)
End this section by saying that although pain can occur in a wide variety of diseases and situations in developing countries, this chapter focuses on two situations that provide particular challenges for developing countries: AIDS, cancer, particularly the reduction of pain from those in the last year of life.
1.2 Risk Factors (including genetic and environmental)  - Evidence from Cleeland that the severity of and reactions to pain from the same disease do not differ signficantly across cultures.

1.3 Age, geographical, and gender burden:  mortality, years of life lost (DALYs) - – This section estimates the number of deaths due to CA and AIDS each year (from World Health Report 2002, Burden of Disease Estimates); the proportion of those cases likely to experience pain requiring oral opioids, average number of days of pain requiring oral opioids preceding death. (Estimates from literature, expert authors) 

1.4 Impact on the poor, across and within countries, so far as data permit. –Probably skip this, because no real data to add anything.  Maybe something to the effect that both primary treatment and palliative care are much less likely to be available in poor, rural areas?

Section 2:  Interventions

Introduction to this section:  The good news is that relief from severe pain for most sufferers of AIDS and cancer in last year of life is achievable, at a modest cost. (The cost of such interventions will be estimated in section 3.)   Drugs exist for the full spectrum of pain, and much work has been done by WHO and others to lay out the conditions under which successively potent pain medications are indicated, and the dosing and care regimens required to optimize pain management.   

The Range of Pain Control Interventions

This chapter focuses on pharmacologic pain management, but there are other interventions that we will not be covering, e.g., TENS, acupuncture, traditional herbal treatments, massage, etc.  We should be able to say that none of these is known to be particularly effective for severe end-of-life AIDS and CA pain.  This could be taken care of mainly in a table.

In this section, do the following:

2.1:  Define the Intervention:

· Main intervention: Access to a range of opioid and non-opioid analgesics, but recognizing that access to non-opioids is standard in every country, because the drugs are widely used for all kinds of aches, pains and fevers. The emphasis, therefore, is on expanding access to oral opioids, as the only choice for reliving the severe pain of end-stage AIDS and cancer  (on the assumption that if the full ladder of care can be implemented more effectively for these patients, it will be available for other groups as well). 

· Introduce WHO 3-step ladder & describe the range of drugs (oral opioid, non-opioid and adjuvant drugs that are used as part of it) see: http://www.WHOcancerpain.wisc.edu/eng/Poster2002/cpr96.html
· Emphasize the importance of availability of oral morphine to completing most of the ladder in getting adequate pain relief.

2.2  Describe why the intervention (availability of adequate pain relief medications according to 3-step ladder) has not been adopted in sufficient degree for terminal CA and AIDS patients in developing countries:
--  Lack of delivery infrastructure:  Describe delivery system needed to implement the availability of  3-step ladder, oral morphine, including the possibilities for use in countries without highly developed primary care infrastructure (e.g., Uganda, India), or availability of physicians.  Urban/rural differences.

--Narcotics Control Authorities and Laws-  This is a barrier to adequate pain relief in all countries, but in developing countries it presents especially large challenges.  Explain how availability of opioids is affected by narcotics control authority, background, etc., but why are developing countries less far along?  Are there special problems in lower income countries with diversion?  Are there greater bureaucratic problems?  Etc. 

2.3:  Evidence of Effectiveness of Intervention

· Issues in Measuring Effectiveness of Pain management: How is effectiveness of pain relief measured when pain is subjective?  Review Cleeland’s metrics (BPI or PMI, their differences, etc.)  How accurate and reliable are such measures?  How robust are such measures across cultures? [From Charlie Cleeland’s work.] 
· Evidence of the effectiveness of oral opioids for severe pain in end-stage AIDS and cancer
-- Individual studies (in any setting – developed;  developing)
-- Population-based studies – studies of the proportion of people with adequate pain control when the 3-step ladder is used.  Summarize results of evaluations of effects of the  WHO-UW-Coordinating Center’ projects in India, SA, and other countries.  [There may not be any real population-based studies.]

-- Describe limitations of the intervention (i.e., criticisms that have been levied against the 3-step ladder, as per note of Dave J.)
-- Summarize evidence above, emphasizing that  most, if not all, pain due to CA and AIDS can be relieved using drugs, both opioids and non-opioids (including adjuvants).  This proportion can be increased with increasingly specialized interventions, but even the simplest of drugs – oral morphine – is not yet sufficiently available in the world.  Thus, effectiveness of pain management can be thought of as a continuum that depends on the spectrum of pain medications that become available.  But, there’s also a dichotomy of major practical importance:  the split between mild and moderate pain that can be relieved by non-opioid analgesics and severe pain that requires opioids.
2.4:  Non-health outcomes of intervention

· Return to work - Evidence on ability of patients and family members to return to productive or leisure activities. (return to work main benefit) – Assuming there is no empirical evidence to draw on, make hypothetical statements of why we believe that such benefits would exist; buttress these with anecdotes, where possible.
· The threat of Drug Diversion-   evidence on effect of program interventions on narcotics diversion, etc., if any.  If none, say so, but hypothetically consider this as a problem, and also indicate that to the extent that precautions are taken against drug diversion, the availability of the drug is affected.  Give evidence on the elements of programs that are successful in increasing use of appropriate drugs without increasing drug diversion (e.g., cite the India, South American studies, etc. from U. Wisconsin)

Section 3:  Intervention Cost and Cost-Effectiveness

Introduction to this section:  This section must start with a general discussion of the components of a program to make the 3-step pain model [or any reasonable model, all of which would involve oral opioids] effective.  [NB: We refer to the 3-step model in the remainder of the outline, as the best known and most widespread example of a system that works, but that other approaches are possible.]  That is, there must be a national policy development that provides the appropriate balance between availability of pain relief medication and narcotics control.  Then, too, there must be a delivery system infrastructure that can assure the people who need pain medication have access to the health professionals who can prescribe and dispense them.  

3.1:  Evidence on costs of interventions, and cost-effectiveness of interventions

Review of evidence:  Present any studies of cost of providing adequate pain relief to cancer and pain patients.  Also, any cost-effectiveness studies (formal) that have looked at this issue – so far none found.

Summary of Costing Approach:  General approach to costing the intervention:  our approach will be to estimate the aggregate direct costs (in 3 countries) of providing pain medication according to the 3-step model:

--Full cost of the medications themselves if provided optimally (according to the 3-step model) to all AIDS and CA patients in last year of life. (i.e., number of  DDD’s for each type of drug per patient.) 

--Incremental costs of delivery.  Making oral opioids available for relief of severe pain will involve incremental health care costs, whose magnitude may vary dramatically depending on the underlying infrastructure available in the country to absorb the extra requirements.  For example, in a country with a well-established primary care delivery system, the incremental delivery costs might include extra physician consults, and other professional/technical interactions per patient for the course of treatment in the last year of life for express purpose of managing pain optimally.  In addition, to make oral opioids available for appropriate use while meeting the needs for effective narcotics control, facilities and operating costs associated with storage, management and control of those medications would be needed.  In less developed countries, the basic primary care infrastructure may simply not exist.  For example, in rural Uganda physicians are not available in many areas to prescribe oral morphine to patients with severe pain.  To achieve coverage in those areas, an appropriate delivery infrastructure would need to be developed.  Discuss here the costs of creating a delivery infrastructure to make pain relief available.  Different models of delivery would be consistent with the 3 different countries. (e.g., Uganda could use a community worker model in a country with very minimal health infrastructure, particularly in rural areas, etc.)  This section will describe the difficulty of costing, because provision of delivery infrastructure would do lots more than provide pain relief, and allocating full cost of building infrastructure to the pain relief function would be to grossly overestimate the costs of implementing policy.  Thus, although this section will talk about the need for a delivery infrastructure, and describe a model program such as Uganda’s, it will make the case for considering the lack of an infrastructure more as a constraint on the effectiveness of the program than a cost of actually providing the needed drugs.  (We are uncertain about how to draw the line between the expected incremental costs of implementing full access to oral morphine and the costs of building infrastructure, and we want some guidance from Editors on this point.)  

Health care costs averted due to full implementation of 3-step model: Perhaps a break-even analysis to determine what number of inpatient bed-days per patient would have to be avoided by availability of adequate pain relief in these patients that would justify full implementation  (This would require some information on the costs of hospitalization in the 3 countries.)

Costs that would be borne to develop and implement a national policy integrating availability of oral morphine with narcotics control  LEAD:  DAVE.  (This might be discussed qualitatively, with some exemplary dollar estimates.)  This second will describe the nature of the investment, what actors at the local, regional, national and international level are needed, the amount of time, meetings, etc.  Perhaps here an example from U. Wisconsin India experience that gives some notion of how much money was spent to get a successful national policy off the ground?

3.2: Cost Analysis

Use a 2-way Grid:  (Judy to build template & circulate after comments) - Countries in columns; Rows:  number of AIDS patients dying each year; number at risk for pain; number needing oral opioids, number of person-days of opioid use per death per year.  (same for other analgesics).   Cost per DDD of opioid and other drugs; Total cost of drugs each year; Current status of pain management: (i.e., percent of need currently met in the 3 countries); Net incremental DRUG cost of full implementation of 3-step program.   Cost per hospital day per patient (best estimate); breakeven number of hospital days averted in these 2 populations to pay for the extra costs of the drug. 

3.3 Cost-Effectiveness Analysis

· Review of evidence on willingness-to-pay or utility measures of pain relief (from Literature- Judy will do this lit review).   This to come from anywhere, i.e., not limited to developing countries, because can relate utility gain associated with pain relief to other interventions in a relative sense and make claim that there is no difference across cultures in relative importance of pain relief.  

· Effectiveness vs. Efficacy - Reprise from above the reasons why full efficacy (100% adequate pain relief) unlikely to be achieved. (Lack of delivery infrastructure; difficulty of achieving smooth national policy; etc.)   

· Days of pain relief per dollar spent – Summary from previous section.  (drug costs only).  This would be the estimate when delivery infrastructure is present.  

· IMPORTANT POINT:  Point out that the cost-effectiveness of the development of primary care infrastructure (measured in other chapter) would be enhanced if that infrastructure had access to appropriate pain relief medications.  

Section IV:  Economic Benefits of Intervention

4.1:  Productivity of patients and caregivers – reprise

4.2 Potential to create industry for supply of oral opioids (processing plants) in Uganda

Section V: Implementation of Control Strategies

5.1 Summary of WHO programs- Essential Drugs and Medicines Programs; Collaborating Center, International Narcotics Control Board.

5.2 Data on current status in world:  National morphine use per capita compared with HDI.

5.3 Lessons from Past Efforts: 

5.4 Implications for health system and policy development

Essential drug lists

National Narcotics Policy

Education policy

National Cancer control program

National AIDS control program

Section 6:  R&D AGENDA

Ideas:

Epidemiology of pain

Need for analgesia beyond cancer and AIDS

Better information attitudes, beliefs and practices related to pain in different societies

Develop tools for implementing programs, e.g., guidelines, textbooks, curricula surrounding procurement and use of opioids.
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