SUMMARY OF RESEARCH PROTOCOL
Background

There are often presentations of people in the press who have had a serious disease with a different outcome from what is expected. The clinical course of the disease could either be exceptionally good, and presented as a “best case”, or it could be exceptionally unfortunate, and presented as a “worst case”. In Denmark cancer patients’ stories of this type have been collected and evaluated retrospectively. The National Cancer Institute (NCI) in the US is registering and validating exceptional case histories to use as a starting point for clinical trials.  In Norway patients, relatives and the health authorities need a body that secures knowledge on case histories that does not develop “by the book”.
Intention



Establish a register for systematic registration and validation of exceptional case histories following complementary and alternative medicine (CAM) treatment. The Registry is established to:

1. Collect and secure data for research. Similarities in genuine “best cases” can make the foundation for generating hypotheses and provide the foundation for new research projects.
2. Collect and secure data for clinical treatment. Misunderstandings or misdiagnosis in apparently “best cases” can be clarified and thus prevent treatment based on incorrect information.  “Worst cases” can help reveal treatment modalities that may be harmful.
Method
“Best cases” and “worst cases” (mainly in cancer diseases) will be described in a systematic register. Quantitative data collection will be done according to NCI’s program. In addition, qualitative aspects of the disease progressions will be described.
Information about the project will be published on NAFKAM’s website, in the media, in medical journals, and by direct contact with CAM practitioners, patient organizations and health care workers. Reported cases will be reviewed annually by an independent expert panel.
The aim is to validate the case histories and reveal patterns that can be discussed with relevant CAM practitioners and clinical researchers to develop new research projects. An annual report will be made available to the public.
Anonymous case histories will be available for independent researchers who wish to consider possible research projects. The register will be extended to include case histories from the other Nordic Countries, and in patients who have received conventional medical treatment. The project is approved by the Norwegian Data Inspectorate and recommended by the Regional Committee for Medical Research Ethics, Northern Norway.
The quantitative data collection will be performed by a person with a medical background, such as a nurse with experience from treatment of cancer patients. The collection of qualitative data will be performed by a person with a social science background and experience in qualitative analysis. The cooperation between medical scientists and social scientists will be pivotal and will help contribute to an overall picture of the case histories that is based on both quantitative and qualitative data.
Statistics
The collected data will be described according to the number of reports, demographical data, diagnostic data, treatment data and the evaluation of the expert panel. It will not be relevant to compare groups based on the statistical data.

Planned progress
Phase 1: Establish procedures for collecting, registering and processing of the documentation for the case histories from different sources. (Medical records, pathological description, x-rays, journals etc.). Harmonize with NCI’s “Best Case Series Program” to secure comparability of data. Start the collection and processing of quantitative data.

Phase 2: Interviews with health workers and selected cancer patients to evaluate and support the quantitative data collection and prepare an interview guide for standardized data collection. Establish collaboration between Scandinavian researchers to initiate data/case collection from the Scandinavian countries. Initiate collaborative work with selected patient organizations in the Scandinavian countries to collect case histories.
Phase 3: Maintenance: Standardized interviews, processing and interpreting qualitative data. A PhD position for a social scientist: Focusing on different ways of understanding and explaining exceptional case histories.
Phase 1 has already started and will run continuously with the adjustments that Phase 2 and Phase 3 necessitate. The processing of quantitative data started in 2002. Phase 2 will be initiated in 2003.
