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Objectives: The objectives of this study are:



Content: The objective of the AP-HP program is to promote the appropriate use of clinical guidelines and to evaluate their impact on quality of care and/or costs. Experiments such as controlled trials are used to test the effectiveness of some implementation strategies, to verify that guidelines do improve the process of care and to improve physician compliance with clinical guidelines. Guidelines are developed in a context of budget constraint, and the general aim of the program is to promote the more efficient use of available health resources. Results: In a context of health care inflation, the desire of public authorities is to use guidelines as a tool for cost control strategy, either for ambulatory care or for hospitals. AP-HP experience shows that it is very difficult to develop a national program of clinical guidelines and to Implement it in every hospital, as was done In France (but not clearly evaluated) in ambulatory care (under the name "references medicates'). Guidelines need to be locally adapted, and the best Implementation strategies depend on local resources, for example the existence of a pertinent information system. The role of financial incentives is present in French policies, and the role of the drug industry needs to be evaluated. © 1997 Elsevier Science Ltd. Key words: Quality assurance, health care, practice guidelines, hospitals.



The development of clinical guidelines has never been more extensive [1]. Although there is still considerable uncertainty as to whether this will improve clinical



HISTORY OF GUIDELINE DEVELOPMENT AND IMPLEMENTATION IN FRANCE Since 1987, the date ofthe first consensus conference organized in France by the College National des Gynecologues-Obstetriciens, numerous French medical societies and health institutions (hospital groups and health insurers) have initiated consensus conferences. These have been based on the US National Institutes of Health model and have been largely promoted by ANDEM (Agence Nationale pour le Developpement de l'Evaluation Medicale), a national quality assurance agency established in 1989 by the Ministry of Health [2,3]. In 1992, ANDEM began to formalize a clinical guidelines program through international collaboration primarily with the Agency for Health Care Policy and Research (AHCPR). At the end of 1996, more than 100 conferences had been organized in France by more than 20 medical scientific societies. ANDEM published a methodological guide on clinical guidelines elaboration [4] and developed several pilot projects, including utilization of low osmolality contrast media in radiology, management of urinary incontinence (based on AHCPR guidelines) and management of chronic pain in ambulatory medicine. At the same time, France is challenged by health care cost inflation. Health care spending as a percentage of gross domestic product grew from 8.5 to 9.1 % from 1985 to 1991, a rate higher than in most European countries [5]. A significant increase of service volume, particularly in ambulatory care, was observed during this period, and in 1992, public authorities negotiated a program to
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• to present the history ofthe development of clinical guidelines In France, • to present the implementation of a program of clinical guidelines in Assistance Publique-Hopitaux de Paris (AP-HP), the regional public hospital system of the Paris metropolitan area, and • to discuss the lessons learned from this program, which provide a basis for a better policy of guidelines at a national level.



practice and patient outcomes, clinical guidelines are now considered a tool for cost control by health policymakers in France. This paper presents the history of guideline development and implementation in France and the experience of Assistance Publique-Hopitaux de Paris (AP-HP), the primary French health care institution, in the greater Paris area. The lessons learned from AP-HP program on clinical guidelines provide a basis for better informed policy formulation at a national level.
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THE ASSISTANCE PUBLIQUE-HOPITAUX DE PARIS GUIDELINES PROGRAM Assistance Publique-Hopitaux de Paris (AP-HP) is the regional public hospital system for the Paris metropolitan area. AP-HP is, along with other hospitals, responsible for 15 million people, and comprises 50 hospitals (26 acute care hospitals with about 20 000 beds), with 750 000 hospital admissions each year. AP-HP works under the direct authority of both the Ministry of Health and the Ministry of the Budget. AP-HP is administered by a general manager appointed by the French Council of Ministers, and its Board of Administration is chaired by the Mayor of Paris. Each AP-HP hospital has its own executive director (appointed by the general manager). AP-HP is the largest French hospital complex (for example, it performs one-third of all organ transplants in France). It is the University teaching hospital centre for the Paris metropolitan area, affiliated with 11 medical schools. AP-HP was the first hospital group in France where quality assurance and technology assessment programs were developed [8]. In 1994, following pilot studies, a program implementing clinical guidelines was setup.



Organization The program was developed by a department of AP-HP central administration, the Delegation a l'Evaluation Medicale. Approximately 10 full time equivalent persons work in this program, including clinicians, epidemiologists, a statistician and two research nurses. The program is also responsible for quality assurance and technology assessment activities (not presented in this article). The annual budget of the program at the central level was approximately $1 million in 1996. In addition, each hospital is also asked to design its own program based on its own priorities. The Delegation a l'Evaluation Medicale is also responsible for the evaluation of each hospital's program. The results of each hospital program are taken into account in budget allocation. Mission The overall purpose of the program is: • to evaluate and compare among hospitals actual clinical practices in diagnosis and treatment, • to promote the implementation of clinical guidelines among AP-HP hospitals, and • to evaluate the clinical and economic impacts of interventions intended to improve clinical practice and to shift them into closer compliance with defined standards of care or clinical guidelines. The general aim of the program is to promote in the AP-HP the most efficient use of available health resources. It was thought that the development and implementation of clinical guidelines could help AP-HP physicians accept the overall concept of medical evaluation and quality assurance, a relatively new field in France. Program studies As the program is experimental, no formal procedure for topic selection exists. However, based on published literature on the subject [4], three criteria are used: practices concerning high prevalence conditions, practices involving high risk for patients or professionals, the cost of implemented procedures (the most expensive drugs used in the AP-HP institution, for example), Three additional criteria should also be present: • variation in the rate of use of a technology or procedure among AP-HP hospitals, • existence of guidelines published in the literature and/ or accepted by the French medical community, and • the potential for the results of this effort to change health outcome, quality of care, or costs (availability of dissemination channels for implementation of the guidelines).
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control ambulatory care costs with the national health insurance system and medical unions. Doctors agreed to limit their prescriptions in order to reduce health costs. The agreement is based on 'references medicales'; these are not extensive guidelines, but have been accepted as recognized scientific criteria that make it possible to define inappropriate care and prescriptions, and the frequency with which such care or prescriptions are used by the patient [6]. These references (147 since 1994) have been extracted from specific guidelines drawn up by ANDEM, but do not apply to hospital practice [6]. Hospital physicians and particularly those working in university hospitals are traditionally reluctant to accept any control of their practices, and, until recently, hospital costs were controlled by the mechanism of an annual global budget, in place since 1983. Nevertheless, new budget restraints (in 1996 an anifual growth rate of only 2.1 % was determined for hospitals by the French Ministry of the Budget) will have a notable impact on the implementation of policies controlling practices of hospital physicians. Recent decrees published by the government enforce development of such programs in hospitals, including a mandatory hospital accreditation procedure and 'references medicales' similar to those developed in the ambulatory care sector [7]. However, the decree stipulates that hospitals should implement some guidelines but does not impose either the themes or the content of the references, unlike the agreement in the ambulatory sector. The Assistance Publique-Hopitaux de Paris program initiated in 1994 gives some insights into the feasibility of such a program in all French hospitals.
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Clinical guidelines of Paris hospitals



Since 1994, 20 studies concerning clinical practices have been performed and five guidelines have been implemented by the Delegation a l'Evaluation Medicale on various topics. Table 1 gives a description of studies completed as of January 1997.
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assess their generalizability in the French context before their implementation [14].



ingestion 17. Indications for use of broad spectrum beta-lactam antibiotics 18. Audit of premature births between 24 and 36 weeks 19. Current practices of use of X-ray for low back pain 20. Appropriateness of diagnostic tests in suspected thyroid disease



DISCUSSION Some conclusions or elements of discussion, general or specific to AP-HP or the French context, can be drawn from this experience.
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Dissemination and implementation of guidelines and evaluation of their impact. The major contribution of the AP-HP program is in evaluation of dissemination and implementation strategies, as very few studies have been Methods performed in France on this subject [15]. Thus, Development of guidelines. Methods developed at the experimental studies were developed to test the validity of some classic implementation strategies (e.g. role of AP-HP concern the development of guidelines, their opinion leaders, reminders) or to test a new one relying dissemination and implementation, and evaluation of on pharmaceutical representatives to play a key role in their impact on quality of care and/or costs. It was the dissemination of drug information. In addition, since decided to give priority to guidelines published in the the AP-HP is a research-oriented medical community literature by French medical societies or groups, having links with universities and research institutes, it considering that these guidelines should be better was considered that local experiments could be used as a accepted by the medical community. For example, tool to improve physician acceptance of the concept of guidelines on management of cranial trauma in the clinical guidelines. Finally, a rigourous testing process, emergency room, published by the French Society of using experimental or quasi-experimental design, is Intensive Care [9], were used. However, it is rare to needed to verify that the guidelines do improve the encounter such a situation. Concerning prophylaxis for process of care [16]. This is particularly important when veinous thrombo-embolism, the group had to consider guidelines are used as a cost-control strategy, or when the results of four different consensus conferences guidelines are developed and implemented in a different published in different countries [10-13]. In other cases, setting [16]. it was necessary to develop specific AP-HP guidelines For each subject in Table 2, a different dissemination using AP-HP expert groups, because no published and implementation strategy was used. These are the guidelines were available (glycopeptide antibiotics use). specific studies that used experimental or quasi-experiLastly, in the case of the Ottawa ankle rules, rules for the mental design. For example, after their validation in the management of ankle trauma developed by and for AP-HP context, the impact of Ottawa ankle rules on XCanadian physicians, potential users were asked to ray prescriptions was assessed through a multicentre controlled trial in five hospitals (two hospitals implementing the guidelines, three in the control group). TABLE 1. Topics examined for guideline studies try AP-HP In the study on prescription of glycopeptides, a 1. Prophylaxis of post-operative venous thromboembolism randomized control trial design was also used to assess 2. Use of implanted subcutaneous catheters the validity of a reminder on a drug order form and its 3. Diagnosis and treatment of ankle trauma impact on costs. Fourteen hospitals participated in this . 4. Post-operative pain management 5. Injectible glycopeptide antibiotic use study; in seven hospitals, guidelines were disseminated by 6. Management of head trauma in the emergency room the local drug committee, whereas in the other seven, a 7. Management of urinary catheterization structured order form was necessary for any medication 8. Nursing practices in oral health prescription. 9. Management of peri operative adult blood transfusion The role of opinion leaders was tested in two other 10. Evaluation of neonatal blood transfusion 11. Current practices of stage 1 melanoma diagnosis and studies, pain management and prophylaxis of posttreatment among members of the French Society of operative venous thrombo-embolism. In this last study, Dermatology (questionnaire) the assistance of pharmaceutical company representa12. Current practices of stage 1 melanoma diagnosis and tives was also required. The sales representatives of the treatment among hospital-based physicians (physician and three drug companies concerned were asked to dissemirecord audit) 13. Current practices in Crohn's disease nate AP-HP guidelines and were required to give no 14. Appropriateness of abdominal X-ray without prior bowel information to AP-HP physicians that could appear preparation contrary to AP-HP guidelines. 15. Routine preoperative laboratory, X-ray and ECG The results of these different studies will be published examinations separately. 16. Indications for gastric lavage following massive drug
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TABLE 2. Studies on guidelines at AP-HP Subject Prophylaxis of venous thromboembolism in surgery



Ottawa ankle rules (OAR)



Topic selection criteria



Target users



Anaesthesiologists d-3) and surgeons Rank 6 in drug expenditures Variation of practices in AP-HP hospitals Emergency (1-5) physicians Ankle injuries: 15% of patients in emergency departments



Pain management in (1) Anaesthesiologists, surgery Major quality of care surgeons, and concern in nurses hospitals Glycopeptide antibiotics use



Expert group Guidelines drawn from four international consensus



Departmental None meeting (local opinion leaders) Mailing to target groups Drug representatives



None—validation study before implementation (OAR published in JAMA and BMJ)



Departmental meetings



Reminders on pocket cards, posters and a specific data form



Expert group



Mailing to target users



None



Expert group



Mailing through drug committees



Reminder using a drug order form



Guidelines None published by the French Society of Intensive Care



Reminders on posters Mailing of a medical audit on the subject to emergency departments



Topic selection criteria; 1: high-prevalence; 2: risk for patients or professionals; 3: cost of implemented procedures; 4: variations of practice; 5: existence of guidelines.



(1) As shown by Grimshaw[ 15], guidelines vary in the amount of operational detail included. Clinical guidelines, irrespective of method employed, are generally broad statements, which need to be adapted for implementation at a local level in protocols, standards of care, guidelines or medical review criteria. One rarely finds guidelines in the published literature that can be applicable directly and immediately in many contexts. It is also very difficult to work on subjects when several guidelines of good quality differ (as in the case of post-operative thrombosis prevention). Choices are therefore made at the level where guidelines are implemented, depending on resources or local expert opinion. This problem exists, even when rigorous statistical methods for guideline development, such as metaanalysis, are used [17]. Thus, it is probably impossible to develop national guidelines to be imposed and implemented in every French hospital, as was done in ambulatory care under the term 'medical references'. (2) Very few studies of implementation strategies have been performed in France. In those that have been carried out, our findings are similar to those in North American settings. Clinical guidelines can change



medical practice; the best implementation strategies are those using patient-specific reminders at the time of consultation. However, as a result of the lack of pertinent information systems, we cannot routinely implement methodologies using patient feedback. (3) Most French physicians now accept the development of control strategies for their practices; they are aware of the current scientific and economic context and of their responsibilities in this area. Nevertheless, despite the growing complexity of medical practice and the enormous mass of information that clinicians must acquire, doctors have little or no training in following strict prescription rules. The value and methods of the medical evaluations used to establish these rules are only briefly mentioned in their graduate and postgraduate training. The concepts of evidencebased medicine [18] and health economics must be presented as an integral part of medical school training and post-graduate education and practice. Our future efforts must focus on the following points: • The difficulty in changing medical practice does not involve only the motivation of physicians; physicians are
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Management of cranial trauma in the emergency room



All physicians (3-4) Rank 5 in drug expenditures Variation of practice between hospitals Emergency (4) physicians and Variations of radiologists practice



Method of guideline Method of guideline Method of guideline dissemination development implementation



Clinical guidelines of Paris hospitals subjected to growing pressure from their patients, whose demands are increasing, along with generalized access to health care and media coverage of new medical procedures. We must inform patients, and patient preferences must be taken into account • Another important actor in the field of clinical guidelines is the drug industry. Hospitals should control educational and promotional materials distributed in their wards or, better, should negotiate with the drug industry its participation in guideline development and dissemination [19]. • Financial incentives are considered useful strategies for the implementation of guidelines [20]. They play a major role in French governement policy for the ambulatory sector and perhaps, in the near future, also for hospitals. These strategies should be evaluated for their usefulness in France before implementation. • Guideline implementation is an ongoing process. Guidelines need to be re-evaluated constantly so that the latest clinical and other evidence can be incorporated and disseminated to practitioners. Continuous evaluation of practitioners' and patients' responses to repeated changes of guidelines also must be undertaken.



French health authorities now consider clinical guidelines to be a tool for cost control. The experience of Assistance Publique-Hopitaux de Paris in thisfieldshows that a program of clinical guidelines that improve quality can be implemented in hospitals, even in the context of budget constraints. However, adaptation of clinical guidelines at the local level and effective implementation strategies are the keys to success. Efforts need to be made on improving information systems, the role of financial incentives to change physician and consumer behaviour and the role of patients' preferences. Acknowledgements: The authors especially thank Professor Bernard Bloom who gave generously of his time and provided both advice and thoughtful criticism. REFERENCES 1. Klazinga, N., Compliance with practice guidelines: clinical autonomy revisited. Health Policy 1994; 28: 51-66. 2. Agence Nationale pour le Developpement de l'Evaluation Medicale, A practical guide for consensus conference development (in French). Paris, ANDEM, 1992. 3. Agence Nationale pour le Developpement de l'Evaluation Medicale, Methodological basis for consensus conference development in France (in French). Paris, ANDEM, 1990. 4. Roche, N. and Durieux, P., Clinical practice guidelines: from methodological to practical issues. Intensive Care Medicine 1994; 20: 593-601.
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