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Part B 
Description of the research work (anonymous)
Section B1.  Title page

· Proposal full title
PraCTiHC: (Pragmatic Trials in Health Care systems) :An international RTD network  to facilitate information for action on priority health problems
· Proposal acronym
 PRACTIHC
· Region
ACP, LAM

Research area 
b ii-1, a.i

· Section B2.  Objectives

General objectives of the research.


· To improve partner countries’ health systems by increasing their capacity to evaluate health care delivery systems, specific health policy,  public health and clinical choices
 and identify those options which are effective. 

· To develop the global science of  pragmatic randomised controlled trials (RCTs) 

  and promote inclusion of their findings as an element in health care decision making. 

· To promote research and technology development (RTD) co-operation internationally by consolidating a network of established centres with expertise (in RCTs), and to extend this network to support the achievement of scientific excellence and real world health system decision making relevance in  neighbouring countries. 

Specific scientific and technological objectives. 
1. To study up to 100 partner experiences in pragmatic RCTs for high priority health problems to develop guidelines for improving their quality, relevance and decision making use. The study will identify ways to prioritise, assess the feasibility, acceptability and usefulness of such trials as part of the decision making process, and ways to simplify, speed, systematise and reduce the costs of such trials. 
Verification: 
Systematic review of partner case studies of RCTs, guideline development workshops, incorporation  of guidelines and cases  into training workshop curricula, peer reviewed publication(s), educational and  distance learning materials;  collaboration between researchers and policy makers in these activities.

2. To systematically review the published literature on conduct of RCTs of interventions for high priority health problems in developing countries,  in order to develop guidelines for improving the quality, relevance and decision making use of this potentially valuable tool. As with objective 1, this part of the study will identify ways to prioritise, assess the feasibility, acceptability and usefulness of such trials as part of the decision making process, and ways to simplify, speed, systematise and reduce the costs of such trials. 
Verification: 
Database of trials conducted in developing countries, peer reviewed paper(s) describing the characteristics of these trials and, (mentioned above) contributions to guideline development workshops, training workshop curricula. 

3. To locate or develop tools and resources to support development and use of pragmatic trials (linked to the guidelines, based upon needs identified in objectives 1 and 2), and make these guidelines, with their tools and resources accessible to people planning evaluations of important health care interventions. These will help both health care researchers and decisionmakers to decide whether RCTs are necessary, feasible, acceptable, and timely and will help to improve relevance and contribution of trials to the health care decision. The tools and resources will be updated and improved periodically. 
Verification: 
Tools and resources; dissemination in English and Spanish by commercial, non-commercial or world wide web (WWW) publication; use of these resources.


4. To reinforce the capacity of developing countries to conduct high quality trials relevant to health care decision making in close co-operation with decisionmakers  by developing and piloting a programme of trial development workshops/ training events in the design and conduct of randomised trials; this programme will be based upon the guidelines, tools, resources and learning materials from objectives 1-3; to review this experience of trial design and conduct in order to update outputs from objectives 1, 2 and 3.
Verification: 
Annual network workshops,  regional training workshops, evaluations of workshops, protocols for trials of interventions against  high priority chronic and infectious health problems developed by participants in the workshops, successful conduct of trials by participants in the workshops, engagement of policymakers in workshops and trials. 

5. To promote the science of pragmatic randomised trials through dissemination workshops and publications and by extending training and support to neighbouring countries. 
Verification: 
PRACTIHC conferences, workshops, training courses, participation from non-partner countries, researchers exchanged, protocols developed, publications on RCT methods. 

6. To reinforce scientific and technological co-operation between researchers in developing countries and in the European Community by collaborating in  the development of tools, trial resources, planning and teaching of workshops, and new joint research. 
Verification: 
Joint authorship of tools, training workshops, publications, shared cost research protocols, exchange of researchers. 
Section B3.  Contribution to the programme objectives

The World Bank report
 of 1993 showed that developing countries (DCs) have far more premature mortality and disability than Western Europe  (five times in Africa, double in Latin America and the Carribean). HIV/AIDS is widening this gap. DCs buy 10% of the worlds health care, spending only 3% per capita of what is spent on citizens of Western Europe. The main barrier to improving health in DCs may be absolute poverty, but there are also grave problems in DC health systems, in selecting and implementing effective health policies and delivery of care
. To improve their health systems DCs must become able to select and deliver effective interventions. 

Health care choices and policies are strongly influenced by tradition, fashion, group interests, power and limited resources
, even when data on the burden of disease, on equity, and on efficiency and effectiveness could also contribute to choice between alternatives. Of course policy is political, and evidence on any of these parameters should not and cannot be the only important criterion for decision making. However, the very limited influence in DCs of reliable evidence undermines the potential for economically rational, criterion based and transparent decision making, thus jeopardising sustainable development in the health sector and preventing good governance. 

Recent interest in  health sector reform has created awareness of the need for reliable evidence to play a greater role in decision making. Substantial headway has been made in prioritising health conditions for intervention, and measuring equity. Standardised ways now exist to measure the burden of disease within countries and between them, and between groups and areas within countries. Rather less work has been done on identifying cost effective interventions, using existing data to estimate cost effectiveness of alternative packages of care at the regional and global scale. This latter work suffers from lack of reliable data on effectiveness, jeopardising the estimates of cost effectiveness, and thus the basis for decisions on priority health care interventions. The reliance on global data also reduces the usefulness of these estimates at national and local levels. 

Valid evidence about the effectiveness of health care interventions comes from randomised trials. Relevant evidence concerns policies, interventions and treatments for high priority health problems, is conducted in real world health service settings and takes into account these constraints, and is designed, disseminated and implemented in close consultation with decisionmakers.  This proposed concerted action will include a comprehensive package of activities designed to improve the quality, relevance and dissemination to decisionmakers of valid information on the effectiveness of alternative choices for important health care decisions. It will thus contribute to a reliable basis for decision making, more effective use of limited resources, including RTD resources, improved outputs of development collaboration with donor countries. The lessons learned will help good governance and sustained development and will be relevant to other DCs, pre-accession and EU countries. 

PRACTIHC will contribute directly to the development, quality and completion of the more than seventy new, planned and current RCTs which partners are presently working on.  These randomised evaluations of important interventions in health care will directly increase the information base for reliable decision making, on over seventy high priority questions for developing countries, related to problems of HIV/AIDS and STDs, respiratory health and TB, maternity care and child health. The titles of these RCTs are listed as an appendix (see appendix 1). The large majority of these are designed with a pragmatic philosophy: simple, relevant, policy questions, with applicable, affordable interventions. Most are trials whose results will improve allocative efficiency: in other words, they test two approaches to a similar problem, allowing decisionmakers to choose the option for implementation which is most effective or lowest cost- the resources are already in existence and being spent within the health services in which the trial is taking place. 

 PRACTIHC will contribute to our understanding of the integration of cost and effectiveness information, thus contributing to the development of methodologies for improved cost effectiveness decisions. 
 
PRACTIHC will extend and consolidate an existing network in Southern Africa, South America, the Caribbean and Europe, enhancing the role of Community research in the international arena. PRACTIHC will be an open global knowledge network for effectiveness and health policy, contributing to the development of a global information society by linking learning modules (called for in  “Flexible University”) via the internet to the Cochrane Library and other Websites. 

PRACTIHC will support South-South collaboration and equal partnerships between European and DCs. By facilitating co-operation between health service researchers and policy decisionmakers PRACTIHC will contribute to implementation, that is, to improved RTD use. It will help clarify ethical issues arising from pragmatic trials and contribute to a greater understanding of different national experiences of research for policy, as called for in the generic action  “Socio-economic aspects of Life Sciences”. The Fifth Framework links discovery and application- PRACTIHC investigates how best to address real world policy questions in scientifically rigorous studies. 

Key actions (infectious diseases, ageing) and generic activities (chronic diseases, disability, public health, health services) of “Quality of Life and Management of Living Resources” emphasise evidence based action, a goal of our proposal. Methods for evaluation of interventions, including trials centres and the capacity to conduct multi-centre trials are sought under “Support for Research Infrastructures” and will result from PRACTIHC. 

Section B4.  Innovation
What is Evidence based decision making?

The contribution of evidence (valid reliable research information) to decisions in DCs is smaller than in developed countries, and most important, smaller than it could be. Of course decision making is and always should be multifaceted, so when we refer to Evidence based decision making in this document we do not mean that all decisions should be based only on evidence. We wish to increase the contribution of evidence to the decision to the level where the effects on health of that decision are optimised. We view this as a long process of cultural change, requiring development and learning on the part of both researchers and decisionmakers.  

Why is evidence based decision making uncommon?

Evidence based decision making  in DCs is rare and difficult because the reliable evidence is often irrelevant, and the relevant evidence is often unreliable. PRACTIHC aims to address this dual problem. We aim, over time, to influence research culture towards increasing real-world relevance and policy decision making towards increasing use of reliable evidence.

A systematic review of the existing randomised controlled trials would be a solid evidence base on which to assess the effects of a policy choice or an intervention
 in order to decide whether it is an appropriate use of scarce health care resources. But there are very few reviews of interventions for important developing country problems. On the best source of high quality systematic reviews, The Cochrane Library (Issue 4, 2000)
, fewer than ten percent of the more than 100 new systematic reviews and review protocols address any of the top health problems in developing countries. Less than 10 percent of the most recent RCTs on the Cochrane Controlled Trials Register address common developing country health problems. Less than half of these few trials were conducted under conditions pertaining in ordinary health services in developing countries, and these were all trials of specific drugs or technologies. None of these trials addressed the common health systems, health care delivery or organisational questions that most concern developing country policymakers. 

Where studies have evaluated important health care interventions, they usually use uncontrolled or weak research designs. Even when the design of an evaluation study is strong, its execution is often weak, with  methodological, logistic and ethical flaws. These problems lead to overoptimistic conclusions on effectiveness of interventions, misleading policy decisionmakers. Even where relevant topics are reliably addressed, generalisability, and implementation of findings by local policymakers is not guaranteed, as these trials are usually conducted in or led from developed countries, and dominated by scientists’ perspectives rather than those of decisionmakers. Finally, because these studies are seldom preceded by systematic review, they may waste effort by repeating previous work. 

New RCTs are needed

We argue that new RCT research needs to be done on high priority questions, including the organisational and delivery interventions that characterise the current wave of health reforms. We propose to catalyse the development of the required skills and resources to ensure that many more RCTs can be and are conducted in developing countries and to develop approaches to such trials which align them to high priority health needs, thus encouraging relevance, and use of the results in an integrated decision making process.

There is no need to specifically try to increase the number of systematic reviews which are conducted, as efforts in this direction are underway, in and related to the Cochrane Collaboration mentioned above. Nevertheless, our efforts to encourage RCTs will be accompanied by efforts to ensure that these trials are preceded by systematic reviews if none exists, and that the resulting trials are incorporated into systematic reviews or updates thereof..

Randomised controlled trials are sometimes criticised as being  an expensive way to gain knowledge of effectiveness. Frequently, that criticism leads researchers to use less reliable designs. It is also sometimes suggested that major trials should be limited to research centres in rich countries. These views have been challenged by developing country researchers, arguing that RCTs need not be expensive, that they avoid harm and waste from unproven interventions, and that the needs of developing countries do not always coincide with those of developed countries 
. We aim to study, collect and disseminate successful methodologies for conducting these relevant trials in DCs, based on reviews of experience with both researchers and decisionmakers, and reviews of the literature, both methodological and empirical. 

Models for evidence based decision making: Burden of Disease

The World Bank report of 1993 is well known for popularising a coherent picture of the world’s burden of disease. Following this report, a flood of research was produced, improving on the methods used for these measurements, and producing country specific and regional reports on the burden of disease, using methods ensuring comparable between- country data. By developing a consistent methodology for assessing an important health parameter, and then creating the capacity to make such measurements at the level of regions or countries, the ability of all levels of health systems and governments to understand the distribution of the burden of ill has been health dramatically improved. 

This global process constitutes a model for the development, improvement  and widespread use of techniques for measuring other important health planning parameters. Our current PRACTIHC concerted action application will, if funded,  lead to substantial improvements in country, regional and global understanding and use of information on the effectiveness of health care interventions. Effectiveness is a concept which is not widely understood, and little effort has so far been spent on standardisation of ways of collecting evidence of effectiveness. There is thus a grave shortage of reliable information, a vacuum which has frequently been filled by information drawn from less reliable studies, or from expert opinion. While these sources are necessary in the absence of better information, it is incumbent upon governments and policymakers, international organisations and scientists to try to improve the knowledge base on effectiveness, the better to estimate the yield from any particular choice of investment in health care.   

Weaknesses in cost effectiveness evidence necessitate more RCTs

The 1993 World Development Report gave prominence to both burden of disease and to cost effectiveness of  health care interventions, a coherent combination. Cost-effectiveness analyses are particularly important where resources are severely constrained. The effectiveness data underlying the 1993 cost effectiveness studies and recommendations were not mainly based on RCTs,  however, and as a result the combination of effectiveness data with cost data to produce the cost effectiveness analyses is potentially vulnerable to severe inaccuracies. 

One example of this problem relates to the cost effectiveness of DOTS, the World health Organisation standard approach to the treatment of tuberculosis, Directly Observed Treatment Short course therapy. In the 1993 World Bank report, it was proposed that this intervention was among the most cost effective of all for adult health. The underlying evidence for the effectiveness was based on a number of observational and analytic studies of effectiveness and not on any randomised trials, as none existed at the time. This was paired with cost estimates, and the combined package of care was deemed highly cost effective and thus a very high priority for public financing.

In a subsequent systematic review
 and RCT
  it was argued  that the direct observation component of DOTS is no more effective than self supervision, and for some groups of patients may be harmful to adherence. Ineffective or harmful interventions cannot be cost effective, no matter how cheap they are. In fact, it seems likely from another related randomised trial
 that direct observation may improve adherence for some groups of patients only if  implemented by lay health workers. In this example, the early World Bank cost effectiveness recommendation, based on unreliable (non-RCT) information on effectiveness, even though combined with reliable cost studies, may have misled policymakers, and harmed some patients. This discredits science, and harms the movement towards health sector reform based on evidence. Although there are efforts underway to increase the number and methodological consistency of these global estimates of cost effectiveness, there is no current effort to improve the underlying reliability of the effectiveness information on which they are based. This proposal suggests such an effort- and proposes to improve reliability of these cost effectiveness estimates by increasing the number and relevance of the RCTs on which they can be based. 

Links and collaborations

Optimal methods of engagement and dissemination vary in different settings, but also have common features. Developing and developed country researchers can learn much from each others’ experiences and methods, and from research literature on the subject
. We aim to identify the conditions required for pragmatic RCTs to be conducted in and by developing country researchers, in continuous engagement with their own and international policymakers, and to disseminate successful approaches in our outputs.

All partners in this PRACTIHC action have included (or are in the process of approaching) local, provincial or national policymakers/decisionmakers with whom they will be collaborating. We already have active participation from global, national, provincial, and local level policy decisionmakers, as well as from decionmakers in NGO’s. This close relationship is intended to guide the work of our action towards relevance and useablility. 

There are many international DC research networks, some  researching particular health problems: malaria (the Malaria Consortium), problems of children (ARCH). Some work on problems of drug supply and use (INRUD). There are networks aiming to advance all health research (COHRED), and some for public health research methodologies (MEASURE, Inclen). There are few networks aimed at the conduct of trials, examples include cancer (EUROCODE) and HIV/AIDS (HIVNET), each of which has a narrow clinical focus, on a single disease. 

PRACTIHC will ensure that it incorporates the lessons learned by the applied research  networks on ensuring relevance and stakeholder involvement in, and use of research. PRACTIHC will add value to the work of trials groups by developing methodological guidance and practical tools to increase the rigour and pragmatic content of evaluation studies which they might do, as well as reviewing their outputs in the search for methodological lessons and RCTs that offer examples to learn from. 

Advancing knowledge and practice

PRACTIHC has a novel, interventionist approach to research. It will itself  increase the number, and quality of relevant RCTs in DCs, each one contributing to the sum of rigorous knowledge of effectiveness on a high priority health problems for developing country decisionmakers. Besides the up to 100 trials originating from PRACTIHC partners, we  will also build capacity to sustain this increase into the future, and spread the capacity to do this kind of research to other countries beyond the participants in the network, and, by means of the tools we will develop, to a global audience. 

We also aim, over time, to influence research culture to increasing real-world relevance and health system decision making towards increasing use of reliable effectiveness evidence. With participation by decisionmakers and researchers we aim to identify successful, rigorous and relevant approaches to evaluative RTD in DC health system and health policy decision making, and  to actively promote and disseminate lessons learned from these examples. This, we believe, will improve the return on RTD itself, maximising the knowledge gain from scarce resources for research and for RCTs, and help shift the allocation of scarce health care resources towards interventions or policies known to be effective and affordable in real world settings. We will  thus contribute to improved health, improved health policies, improved use of research resources, and improved quality, relevance and number of RCTs, even under existing constraints on money, skills and personnel. 
Section B5. Work plan
a)
Introduction
This concerted action is designed to do what individual partners working on their own cannot do. It aims to provide channels for sharing partner skills, world experience and published knowledge among partners, and then more widely. This will promote RTD co-operation internationally, by consolidating the network of partner research centres. The concerted action will provide tools, resources and material support for partners work in their own centres and own countries. This enhances partners’ (and their countries’) RTD capacity to do pragmatic RCTs, and thus to select effective health interventions. It thus supplements and adds value to what individual partners do, without taking over their individual tasks and responsibilities.  

The work plan follows a cyclical, iterative path, from review of problems and barriers to the conduct of valid relevant evaluation research in DCs, through to identification of possible solutions. These solutions are concretised as tools, resources, guidelines and teaching or workshop curricula and materials. Partners use these to fill gaps in their own work, and to plan and carry out a programme to use these resources in their own countries and also with neighbours, to promote the conduct of pragmatic trials, and to develop capacity in this area. This activity promotes the use of these trials in decision making and  the development of pragmatic trial research capacity in DCs. 

Much of the work of this concerted action is centred around the annual network meeting of all partners, and in preparation for, or in follow up of these workshops. Network members meet to review progress, to modify the review of barriers, and the tools, guidelines and resources according to experiences. The meetings will further promote international co-operation in RTD. The work and discussion of these meetings contributes to the development of the science of pragmatic RCTs, and to the development of a clear understanding of how to build the bridge between this good applied science and policy decision making. 

During and between these meetings, network members would also prepare protocols for RCTs, including possible multicentre studies.  This will contribute to the consolidation of DC trial centre capacity, and to the world total of rigorous and relevant evaluation research. 

The network will operate in a transparent and sharing fashion, distributing its resources over the web, and through other channels. These Web based resources will be available to anyone at all who wishes to make use of them, whether or not they are members of the network. We will constrain commercialisation of these tools in order to ensure widespread affordable access. 

This set of tools and their spread contributes to the further dissemination and promotion of rational decision making, and with previously mentioned activities, contributes to the gradual development of a rational decision making culture. 

Each annual workshop emphasises a particular part of the work, with multiple deliverables extending beyond the workshop itself.

b) Work packages
	Work

package

No
	Work package title
	Year 1
	Year 2
	Year 3

	1
	Review- Barriers and solutions 
	*1***
	****
	****

	2
	DC RCTs: database and analysis
	****
	****3
	***4*

	3
	Location or development of tools
	****2
	****
	****

	4
	Country level dissemination plan, action, and reportback 
	  ***
	****3
	***4*

	5
	Systematic review, trials protocols 
	*1***2
	****3
	***4*

	6
	Pragmatic trials conference
	
	*   *
	***4*


* indicates work package underway in that specific quarter of year . 

*n indicates nth network meeting/workshop is underway in that quarter.

Work package 1, linked to workshop 1, will identify the main barriers to wider use of rigorous evaluations (pragmatic RCTs) of health policy, health care and public health interventions, especially in DCs. This will be drawn from review and qualitative analysis of partners experiences, (largely through formal focus group and plenary group discussions at the first workshop meeting,  and formal qualitative analysis of these discussions) and an overview of the existing methodological literature on health services research and pragmatic trials. The main business of the initiation workshop is to inaugurate the concerted action, and establish working relations and administrative and communication patterns, along with its content task outlined above. 

Work package 2 is a descriptive analysis of developing country RCTs, based on the co-ordination and completion of efforts to develop a database of RCTs in DCs, and constitutes a standalone work package with findings reported at network meetings/workshops 2, 3 and 4. 

Work package 3 covers the development (or location, if any already exist) of a set of resources to simplify the conduct of pragmatic RCTs in DCs, and ensure that researchers in DCs have access to current knowledge on these study designs and their conduct. Reportback and discussion of progress, as well as finalisation of the package of tools will form the main content of the second network meeting/workshop. 

Work package 4 aims to increase the number and improve the quality of pragmatic RCTs conducted by others besides partners themselves. Partner countries will prepare an action plan for promoting the conduct of pragmatic trials and their use in decision making in their own and neighbouring countries. This plan would take about 18 months to prepare after project initiation. Based on this plan, and using the resource package described above, partners will promote the conduct of pragmatic trials in their own and neighbouring countries largely through workshops aimed at training trialists and trial co-ordinators, as well as decisionmakers in the policy, public health or health care fields. The proposal will also extend beyond its partners, by offering the resources on the WWW, and by actively seeking to offer training to neighbouring countries. The description and discussion of national plans and progress would be the main content of workshop 3.

Work package 5 will include training and protocol development support to network members in the development of their own protocols for funding of pragmatic trials and systematic reviews. This training will take place in workshops 1, 2, 3 and 4. By the end of the concerted action, all partners will be able to put together a sound proposal for a pragmatic trial for funding. 

Work package 6, starting in the second year of the concerted action, will investigate the need for an open scientific conference on pragmatic RCTs in policy decision making. The purpose of this conference would be to promote and discuss pragmatic RCTs and policymaking amongst the wider scientific and policy communities.  If early investigation supports the need for this, it will be presented attached to workshop 4. Based on an evaluation of its usefulness, we will investigate strategies for the institutionalisation of this conference, or linking it to an existing other international conference.
	B5.1
	Work package list

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Work

package
	Work package title
	Lead

contractor
	Person-months
	Start

month
	End 

month
	Deliverable

	1
	Review- Barriers and solutions
	1
	41
	0
	12,24,36
	1.1, 1.2

	2
	DC RCTs: database and analysis
	3
	18
	0
	12,24,36
	2.1,2.2

	3
	Development of tools
	5 (Spanish)  

2 (English)
	48
	6
	36
	3.1-3.8

	4
	Country level dissemination plan, action and report back
	1
	36
	10
	36
	4.1,4.2

	5
	Systematic review, trials protocols 
	10
	43
	12
	36
	5

	6
	International pragmatic trials conference
	4
	17
	13
	36
	6

	
	TOTAL
	
	203
	
	
	


	B5.2
	Deliverables list


	Deliverable
	Deliverable title
	Delivery 
month

	1.1
	Workshop 1: Initiation workshop, workshop report on website. 


	4

	1.2
	Case studies and qualitative policy analysis of use of pragmatic RCTs in DCs, and an overview of methodological studies on pragmatic RCTs, both to be published on project website and as scientific papers.


	12

	2.1
	Database of DC RCTs, accessible through the website of the project, and of one or more partners,  updated regularly.


	12

	2.2
	Analysis of trials in DC’s from the database published through scientific papers and on a project website.  It would be updated as required.


	12

	2.3
	Workshop 3 at which the database analysis will be reported as the main input item in the agenda, with a review and updating on the barriers work, a review and updating of the tools package, a report back on progress with protocol development and a report back on progress with national and regional action plans.
	

	3.1
	Annotated library of examples of trial protocols. This will be made available as a guide book in hard copy, through the project website, partner websites and other electronic media, such as diskette and CD ROM .
	12

	3.2
	Protocols for different types of pragmatic trial, as  word processor templates  and linked to trial design tools e.g.,  sample size calculator.  This would be updated annually. It would be made available on project and partner websites, and on other electronic media.
	18

	3.3
	Evaluation of existing randomisation and trial entry hardware and software, develop specifications for commissioning new software, if required, for: computerised central telephone, computerised telephonist operated, and decentralised palmtop computer randomisation and trial entry software.
	18

	3.4
	Programme for workshops  for  triallists to facilitate the design and conduct of trials. 
	24

	3.5
	An email ‘Trial protocol clinic’, to provide easy and prompt access to advice on trial protocol development., open to all users. 

A moderated email methodology discussion listserver, to enable network partners and other interested parties to review published articles and learn by exchange.
	24

	3.6
	Programmes for workshops for different potential  user audiences for pragmatic RCTs such as policymakers, managers. 
	24

	3.7
	Programme for workshops for trial co-ordinators. 


	32

	3.8
	Specifications for the commissioning of flexible teaching modules, designed around  presentation graphics slideshows, for use by teachers on trials. 
	24,28,32

	3.9
	Workshop 2, with the main content being the appraisal and selection of the tools and resource items. 
	

	4.1
	Iterative cycle of action plans, activities and progress report for each DC partner country, to be incorporated into annual review of network progress, on website with updates.    The activities will be locally designed, based on the tools designed as part of package 3. 


	18,36

	4.2
	Support for action plan at country level e.g., support for training workshops to raise awareness of the need for randomised trials amongst professions allied to medicine, such as midwives and nurses, support for workshops with journalists to raise level of mass media coverage of health policy decision making on effectiveness.
	24

	5
	Pragmatic RCT and associated systematic review protocols, submitted for peer review and funding
	24,36

	6
	Open scientific conference, conference proceedings with report on an evaluation of the need for repeating conference regularly. This conference will be attached to the fourth workshop of the network partners. Workshop 4 be part of deliverable 6. The main content will be review of barriers, tools, and lessons learned through the work of the network, with the workshop report constituting the final report of the network. 


	32


	B5.3
	Work package description


	Work package number :
	1: Workshop 1– Inauguration; Barriers and solutions

	Relative start month  :
	0

	Participant number:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16

	Person-months per participant:
	12
	4
	2
	1
	6
	1
	1
	1
	1
	1
	6
	1
	1
	1
	1
	1


	Objectives 

Review of experiences of conduct of pragmatic trials, from researcher and policymaker perspectives.

Overview of systematic reviews of methodology and of empirical methodological studies

Identification of barriers to conduct, dissemination, implementation

Discussion and selection of proposed solutions.



	Description of work 

Review of experiences and of methodological literature on Pragmatic RCTs

Partner 1 will co-ordinate a gathering of DC and EU partners, invited policymakers and policy analysts, in partner country 1 to present pre-prepared case studies of experiences of conduct of pragmatic RCTs in health care, and of policy decision making without the support of such trials. The focus of this meeting is to report on and discuss missed opportunities and remediable barriers to the conduct of pragmatic RCTs, and strategies for overcoming these. Examples of these barriers might include lack of trial skills (scientific and logistic) and resources (financial, statistical, organisational) prioritisation of questions, participation of policymakers in trial development, and presentation of results. Possible examples of strategies for overcoming some of these and other barriers include strategies for prioritisation of policy relevance, modes of co-operation with policymakers, selection and sequencing of research methods, strategies for increasing recruitment of subjects (individuals, institutions, facilities), organisation (single centre, multicentre), and improved methods of randomisation (central versus peripheral, electronic versus manual).

The meeting will be professionally facilitated and the content recorded and analysed in such a way as to produce qualitative research data on the use, non-use, and barriers to the use of pragmatic RCTs in health policy, public health and health care decision making. This approach to extended and expanded focus group discussion has been successfully used by partner 1 in previous work to identify opportunities and barriers to development of district health services.  A shorter version of this qualitative review will occur during the major annual meeting of the Concerted Action partners, and will consider partner experience, policymaker accounts, and scientific analyses of the scope and impact of pragmatic RCTs in decision making. While initial workshops will focus on case studies, and narratives of experience, later meetings will have access to data from a systematic review of the methodological literature on conduct of pragmatic RCTs and their impact on decision making. 




	Deliverables 

Deliverable 1.1: Workshop 1: Initiation workshop. Network meeting in co-ordinating partner country, with attendance from all partners, invited policymakers and other potential stakeholders. Organisation extends to facilitation and qualitative analysis of discussion content, as well as workshop summary and proceedings, and pre-meeting documentation. 

Deliverable 1.2:  Each partner will contribute case studies and partner 1 will coordinate a qualitative policy analysis of use of pragmatic randomised trials in developing countries, to be published on a project website.  New case studies of ongoing experiences will be added to the electronic versions of this output annually. Proceedings of workshop published on website.



	Milestones and expected results 
By month 4 the draft of case studies will be ready, peer reviewed and published on partner websites.

By month 6, workshop 1 will be completed, and data analysis will have reached the first draft stage.

By month 8, the report for the workshop, including the report on barriers and possible solutions will be complete, disseminated to partners, peer reviewed and published on project websites. 

By month 12, an overview of methodological reviews of pragmatic trials and their role in policy decision making will be complete, peer reviewed and incorporated into project reports.

By month 24 and month 36, the review will have been updated, and further case studies based on PRACTIHC experience added. 

This work package will result in a clearer understanding of barriers to the production of relevant reliable evaluation studies, and barriers to their  use in health policy decision making. The work package will also result in identification of a number of solutions, to be pursued in other work packages.




	B5.3
	Work package description


	Work package number :
	2: RCT database, analysis and Workshop 3

	Relative start month :
	0

	Participant number:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16

	Person-months per participant:
	
	
	18
	
	
	
	
	
	
	
	
	
	
	
	
	


	Objectives 

Database of RCTs in DCs

Descriptive analysis of DC RCTs.



	Description of work 

Partner 3 will develop a database of RCTs conducted in DC’s, based on searching the Cochrane Controlled Trials Register. Electronic strategies will be developed to identify potentially eligible trials, confirmed if needed by reference to a hard copy of the article. This will help maximise the potential of work being done within the Cochrane Collaboration to ensure that the Cochrane Controlled Trials Register is as complete a register of trials as is possible. The characteristics of trials on this database will be described to provide a picture of what has been done to date in developing countries. This will include characteristics such as the region in which the study was done, type of intervention evaluated, study quality, sample size, funding and country of first author. From this database partner 11 will identify pragmatic trials by assessing abstracts and full text where required, contributing to the overview of pragmatic trials.



	Deliverables 

Deliverable 2.1 This database, will be made accessible through the website of the project, and of one or more partners,  and will be updated regularly.

Deliverable 2.2 Analysis of studies in the database of trials conducted in DC’s by, for example, type of trial, pragmatic versus efficacy intentions, setting, single/multicentre, individual/group randomisation, size, quality, source of funding, type of intervention, and country of conduct and of origin of first author. This would be published through scientific papers in the trials literature, and released on a project website.  It would be updated as required. This will be reported primarily at Workshop 3, which will be organised as part of work package 2. The review of barriers to conduct and use of pragmatic trials will be updated, the country action plans introduced and possible strategies discussed, and workshops on development of protocols for pragmatic trials and systematic reviews will be conducted, using tools developed in the relevant packages. 


	Milestones and expected results 
By month 6 a strategy to identify RCTs from and conducted in DCs will have been tested and validated. 

By month 12 the CCTR will have been reviewed, and targeted trials identified.

By month 24 a descriptive analysis of these trials will be completed, peer reviewed and published on a project and other websites. 

By month 36,  a representative sample of pragmatic trials will have been identified from within this database, 

and a descriptive analysis will be complete, peer reviewed and published on a project and other member websites. 

This work package will result in a clear understanding of the scope, subject matter, source, type, size and quality of RCTs and pragmatic RCTs in developing countries.


	B5.3
	Work package description


	Work package number :
	3: Development and collection of tools, workshop 2.

	Relative start month :
	6

	Participant number:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16

	Person-months per participant:
	6
	12
	6
	
	12
	6
	
	
	
	
	6
	
	
	
	
	3


	Objectives 

 Locate and make accessible or develop specifications for design of resources and tools for simplifying trial conduct Design, organisation and conduct of workshop 2. 


	Description of work 

The overall philosophy is to develop (or locate) and make accessible a wide range of resources designed to facilitate the conduct of high quality randomised trials relevant to the needs of the health services and policy makers within developing countries.  This package will draw on the considerable experience in trial design and conduct amongst the partners on this proposal.  This information will be drawn from, amongst other sources, the review meetings, case studies and databases described in Package 1, above. 

The resource pack will include (or point users to existing resources) for the conduct of common trial tasks. Examples include protocol templates, libraries of previous protocols, data and consent forms, outcome measures, and patient information leaflets; software for sample size estimation, central and local randomisation, data management and analysis; annotated lists of funding agencies and consumer groups, and books, monographs and course materials aimed at  policymakers, scientists, or trial co-ordinators. 

The network member 5 and 2 will co-ordinate other partners in the development of  core protocols which can be used as skeletons for the development of  protocols for a wide range of  pragmatic trials. With help from other partners, these skeleton protocols will be built into a word processor package template, with prompts to remind authors of issues that must be covered, and built in hyperlinks to resources (e.g. to a sample size and power calculator). 

Members of the network will design specifications for training courses, including curricula and matching teaching materials. These course outlines will draw on previous experience of network partners, and experiences gained during the conduct of the associated trials. Sessions in the associated workshop (workshop 3) will review and finalise these outlines, as well as directly training participants from developing country partners a trainers for these courses.




	Deliverables 

An annotated library of examples of trial protocols will be produced, contributed by all partners, but co-ordinated by partner 5.  This will include examples of how to do it well, and examples of things to avoid.  There will be a range of different sorts of trials, with a variety of interventions, settings and methodology.  This will be made available in Spanish and English as a guide book in hard copy, through the project website, partner websites and other electronic media, such as diskette and CD-ROM. 

Protocols for different types of pragmatic trial, as  word processor templates and linked to trial design tools e.g.,  sample size calculator will be produced in Spanish (partner 5) and English (partner 11), updated as required. It would be made available on project and partner websites, and on other electronic media.

All partners will contribute to evaluation of existing randomisation and trial entry hardware and software, with development of  specifications for commissioning new software shared amongst partners by partners 5 and 11, if required, for: computerised central telephone, computerised telephonist operated, and decentralised palmtop computer randomisation and trial entry software.

A programme will be developed for workshops  for  triallists to facilitate the design and conduct of trials, to be based on similar workshops conducted by partners 1, 2, 3, 5, 6 and 11.  Participants will bring with them work in progress.  The workshops will use a small group format and each participant will have the opportunity to discuss their own trial.  Topics will be selected according to need, but are likely to include protocol development, trial management, preparing a funding application, questionnaire design, data management, data analysis, multicentre trials, writing a report, and dissemination.  A number of these will be conducted as part of the training programme for partners and as part of the partner dissemination plans.

A programme will be developed for workshops for potential users of trial information to be based on similar workshops conducted by partner 5, 6 and 11.. Several audiences could be envisaged, responsible for decisions of different size and scope. For example, workshops for funders of clinical care- district or managed care organisation managers; workshops for National or Provincial level planners, such as leaders of national Chronic diseases programmes, or heads of international agency divisions responsible for specific programmes such as Tuberculosis. A number of these will be conducted as part of the training programme for partners and as part of the partner dissemination plans.

A programme will be developed for workshops for trial co-ordinators to be based on similar workshops conducted by partners  2 and 3. Pragmatic RCTs need to be meticulously conducted and planned in order to produce valid information. This area of work is underdeveloped, and PRACTIC would draw on new developments by partners to prepare such a series of workshops adapted to needs of DCs. A number of these will be conducted as part of the training programme for partners and as part of the partner dissemination plans.

An email ‘Trial protocol review service’, will be established to provide any partner or other potential developing country triallist with easy and prompt access to advice on trial protocol development; rotation of the work between partners to be co-ordinated by partner 5.  An email listserver discussion group for partners will be organised, for moderated critical appraisal discussions of currently published trials; rotation of the work between partners to be co-ordinated by partner 5.

Based on the above mentioned workshops, we will produce specifications for the commissioning of flexible teaching modules, designed around presentation graphics slideshows, for use by teachers on trials. These modules could be incorporated into degree, certificate or short courses, as appropriate. They would be developed by a subcontractor, and would be commissioned if market research revealed demand, if pilot examples were successfully evaluated and if extra funding were available. If commissioned, they could be disseminated through hardcopy course teaching books, and through electronic means, including websites of the project and partners, and web based distance learning courses in  epidemiology.

This work package also includes organisation, planning, co-ordinating and reporting of workshop 2, which, as well as being a forum for the discussion, selection and appraisal of tools, will also act as the annual meeting of the PRACTIHC network for this year.




	Milestones and expected results 
By month 6 a draft for an annotated library of examples of trial protocols will be ready. By month 10 it will be peer reviewed and published in Spanish and English as a guide book in hard copy, through the project website, partner websites and other electronic media, such as diskette and CD-ROM. 

By month 12 word processor templates linked to trial design tools e.g.,  sample size calculator will be produced in Spanish (partner 5) and English (partner 11) n test versions, ready for distribution to partners. By month 24 a further draft, and by month 36 a final version will be ready for distribution.

By month 10 a first assessment of commonly used randomisation and trial entry hardware and software will be complete, with a draft of specifications for commissioning any required software development ready for discussion following workshop 2, in month 12, shared amongst partners by partners 5 and 11.

By month 18, programmes for triallist, co-ordinator and policymaker workshops will be complete and published as outlines with teaching material resources attached and specifications prepared for any extra resources that are needed. At least 3 of each type of workshop will have been conducted.  

By month 30, an email  ‘Trial protocol review service’, will be established, with a roster of partners acting as reviewers of submitted trials. An email listserver discussion group for partners will be organised by month 18. 

This work package will result in the production and wide dissemination of tested, high quality low cost tools to facilitate rigorous studies evaluating health policies and other interventions.  


	B5.3
	Work package description


	Work package number :
	4: DC Partner dissemination planning and action 

	Relative start month:
	10

	Participant number:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16

	Person-months per participant:
	3
	
	1
	1
	3
	3
	3
	3
	3
	
	1
	3
	3
	3
	3
	


	Objectives 

Develop and implement plan for country level promotion of pragmatic RCTs as decision making tool.


	 Description of work 

Partners will develop action plans to overcome the identified barriers for their country and neighbours, and these will be implemented according to local partner need and abilities. Experiences will be shared and discussed, and plans refined in the third and fourth annual workshops of the PRACTIHC network. Possible mechanisms to be used in the strategies could be skill and technology transfer including training and trainer training, conducting workshops with decision makers, facilitating improved access to information on funding sources, exchange and joint research. 

Each DC partner country will implement their strategy with help from other partner countries. In meetings with relevant decision makers in their own country, the strategy will be reviewed and modified.  These discussions and training workshops would also be extended to neighbours of partner countries.




	Deliverables 

Iterative cycle of action plan, activities and progress report for each DC partner country, to be incorporated into annual review of network progress, published on website and other electronic media reporting, and into updates of barriers and strategies review.




	Milestones and expected results 
By month 12, each DC partner should have established relations with policymakers, and begun developing action plans.

By month 24 activities should be underway in DC partner countries, reportbacks delivered and discussed at workshop 3, and adapted action pans in place for year 3.  

By month 36, second reports on progress should have been presented discussed, modified and written into PRACTIHC terminal report.

This work package will result in all DC partners initiating activities in their own and for neighbouring countries aimed at increasing the number of rigorous studies conducted, and aimed at increasing the use of such studies in policy decision making. 




	B5.3
	Work package description


	Work package number :
	5: Protocols for pragmatic trials and reviews

	Relative start month  :
	12

	Participant number:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16

	Person-months per participant:
	3
	1
	1
	1
	3
	3
	3
	3
	3
	4
	3
	3
	3
	3
	3
	


	Objectives 

Systematic review and pragmatic  trials protocols



	Description of work 

Most network members are currently developing protocols for trials and systematic reviews. This process is often long, and made more difficult by lack of close, continuous and rapid technical support and advice. Some of these members, as well as all members not currently producing new trial protocols may seek technical support and advice from experienced European and DC partners to help them develop protocols and submit them for funding. The DC partner seeking to develop a protocol would select, in close collaboration with policy decision makers of their own country,  a high priority local health and health care problems for which evidence is lacking,  and design and submit for funding  systematic review and  pragmatic trial protocols. 

Partner 10 will co-ordinate the process of identifying appropriate technical assistance and sources of funding, in dialogue with DC partners preparing protocols, and with assistance from partner 11. There will be reports on  protocol in progress at workshops 3 and 4. 




	Deliverables 

Systematic review and trial protocols, submitted for peer review and funding ,

Lists of funders organised by interest area and previous funding history for trials

Lists of reviewers and functioning peer and ethical review system




	Milestones and expected results 

By month 18, at least 4, by month 36 at least 8 new protocols will be completed, peer reviewed, and submitted for funding. 

This work package will result in an increase in the number, relevance and technical quality of submitted trial protocols.



	B5.3
	Work package description


	Work package number :
	6: Network workshop 4, and possible Scientific Conference

	Relative start month  :
	13

	Participant number:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16

	Person-months per participant:
	
	
	
	3
	3
	1
	
	
	
	
	
	3
	3
	3
	
	


	Objectives 

Workshop 4 of the network partners.

International pragmatic trials conference

Terminal report of the network PRACTIHC.  




	Description of work 

The annual workshop of the network will have the usual content: review of barriers and lessons learned in the conduct of pragmatic trials and their implementation into policy decisions, review of the analysis of the database of developing country trials, and review of country/region plans for the promotion of pragmatic trials in decision making, review of progress with protocol development and trial conduct. The workshop will be structured so that its proceedings can be formulated as a terminal narrative report on the progress of the entire PRACTIHC process. 

 The 4th  workshop of network members will possibly be expanded to include a section open to all, structured as a scientific conference. The investigation into this decision will extend to an evaluation of the conference itself, with specific attention tot he question of the need for repeat and perhaps regular conduct of such a conference.

If the decision is that there is a role for such a conference, then it will focus will be on pragmatic trial methodology, conduct, dissemination and implementation of results. The format could include plenary sessions, oral and poster presentations, with co-ordinated training workshops. This will be widely advertised. Open sessions will be a good forum for dissemination of work completed by this network and its participants. The purpose of the conference is to promote the approach developed by network partners to the prioritisation of questions, participation of policymakers and conduct of research. This supports the PRACTIHC goal of  improving the effectiveness of interventions in health policy, public health and health care. The meeting will  be held in a DC partner country.




	Deliverables 

4th workshop of PRACTIHC partners, workshop report and terminal narrative report of PRACTIHC. Open scientific conference,  conference proceedings published on web, and report on an the need for repeat of such an international conference. 




	Milestones and expected results 
The investigation of the conference  will start in month 12  with a decision by month 24. By month 26 first announcements and sponsorships will be completed. 

Major planning for the conference will be complete by month 30, with close of abstracts by month 32.

Conference report and network report will be completed in first draft by month 36.




Part C  
Policies, partners and impact 

Section C1.  Title page

· Proposal full title
PraCTiHC: (Pragmatic Trials in Health Care systems) :An international RTD network  to facilitate information for action on priority health problems
· Proposal acronym
 PRACTIHC
Section C2. Community added value and contribution to EU policies

The policy of the EU regarding the target countries and regions of the Call can be viewed as three fold. Firstly, aiming to support sustainable development. Secondly aiming to increase the depth and breadth of interactions between the EU and the target country or region, across all fronts, including science and technology exchange, cultural exchange, trade, and foreign policy co-operation. Thirdly, aiming to increase regional interaction.

Therefore any activity on any of these fronts which contributes to sustainable development in the target country or region, and to closer relations on any front between that country or region and countries in the EU can be considered to contribute directly to  EU policy.

PRACTIHC will, as has been argued above, contribute to the improved use of RTD resources in DCs, as well as to the increase in availability of RTD capacity. The pragmatic trials which will result from PRACTIHC activity and capacity development will increase the ability of DCs to select effective policies in the health and closely related social sectors. This in turn contributes to sustainable development, a goal of the European Union in its relations with target countries and regions. 

PRACTIHC explicitly aims to increase exchange and interaction between DC and European partners, giving access to each others research, supporting the second goal. PRACTIHC is an application for CONCERTED ACTION funding, for the adding of value to activities underway in individual target countries. By increasing interaction between DC countries in each target region- Southern Africa, Caribbean, and Latin America, this CA contributes to the EU goal of promoting regional identity and action. 

In short, PRACTIHC is consistent with policies of sustainable development, sound North-South relations, and increased intensity of regional interactions. 

Section C3. Description of the consortium

The consortium has 15 principal contractors, all of whom are in continual decentralised communication and collaboration with each other. Of these, 8 partners are in the ACP region (Health Systems Division South African Medical Research Council; Dept of Community health, University of the Orange Free State, Bloemfontein, South Africa, Dept of Community Health, University of Zimbabwe, Dept of Community Health, University of Maputo, Mozambique, Dept of Medicine, Muhimbili University Medical College, Tanzania, MRC Tropical Metabolism Research Unit, University of West Indies, Jamaica , and the Unidad Epidemiologica, Hosp. America Arias, Cuba), 3 are in the LAM region (Centro Latinoamericano de Perinatalogia, Montevideo, Uruguay, Centro Rosarino de Estudios Perinatales, Rosario, Argentina, Clinical Epidemiology Unit, Javeriana University, Bogota Colombia) and 5 are in Europe (Resource Centre for randomised Trials (RCT), University of Oxford; HSRU, University of Aberdeen; HSRU, Institute of Public Health, Norway; Instutute for Social Medicine, linked to the German Evidence based Medicine consortium and the Nordic School of Public Health, Gothenburg, Sweden.).

The project co-ordinator (Partner 1- Health Systems Division, South African Medical Research Council) links to all contractors, and is specifically responsible for providing  support to the other 4 in Africa in conduct of local/regional workshops and protocol and funding applications development.

The South American co-ordinating partner (partner 2) specifically supports the other partners in South America and the Caribbean in conduct of local/regional workshops and protocol and funding applications development.

The African co-ordinating partner, the South American co-ordinating partner and the European partners link to each other in respect of sharing out the work of tools development. 

The European partners link to each other, to the South American and African co-ordinating partners, and to the other DC partners to share responsibility for providing extra support to the DC partners in conduct of local/regional workshops and protocol and funding applications development.  

Section C4. Background information on partners

Partner 1. Health Systems Unit,  Medical Research Council, Cape Town, South Africa.

The Health Systems Research Unit evaluates health care using quantitative and qualitative methodologies, with the  conduct of trials of interventions to help develop health policy as an important goal. It has substantial experience of research on infectious and chronic diseases, and generic health services developments. It works closely with national, provincial and local health policy makers. It is the Scientific and African Co-ordinating Centre for the EU Concerted Action AFROIMPLEMENT.
1a). Merrick Zwarenstein, MBBCh, MSc (Community Health in Developing Countries), MSc (Med). Head of Health Systems Unit
Dr Zwarenstein founded and directs the Health Systems Research Unit at the South African Medical Research Council. The unit has concentrated on multidisciplinary research in collaboration with health service decision makers, with the aim of improving the impact of health care on health status. 

His own work is primarily in epidemiology and quantitative evaluations of health care interventions, ranging from Lay health worker programmes, to drugs, and from rigorous randomised trials to uncontrolled before/after and descriptive studies. More recently the work of the unit has expanded to include qualitative methods of research, on which there is now a major emphasis, with most unit staff working in this area.  A main research goal of the unit is to develop ways to combine multidisciplinary research methods, and a participatory action research approach, to achieve greater impact on health care decision making.  The unit is increasingly undertaking policy analyses, and collaborating in economic research, although there is little internal South African capacity for the latter task. 

He has been active in Policy advisory for a (Cape Metropolitan Regional Health Services forum, Policy  Advisory Committee on Health Financing, reporting to National Minister of Health Dr N. Zuma) and interested in Quality of Care issues: Founding member and convener of inaugural conference, South African Association for Quality in Health Care. Within the MRC, he has contributed to strategic planning on research direction (National Scientific strategy committee, MRC). He helped found the South African Cochrane Centre, and an MRC Effectiveness research Programme, linking Cochrane Centre, Trials Centre and Evidence based medicine initiatives. He is an editor in the Effective Practice and Organisation of Care Group, of the  Cochrane Collaboration.

He has contributed to teaching in short courses ( Systematic review, clinical trials and critical appraisal of research and Epidemiology and Health Planning for health service managers) as well as Masters level and medical specialist training in Public Health  (MSc Epidemiology, University of Cape Town, Mphil, Public Health, University of the Western Cape.

Publications

· Swingler GH, Zwarenstein M. An effectiveness trial of a diagnostic test in a busy outpatients department in a developing country: issues around allocation concealment and envelope randomization. J Clin Epidemiol 2000; 53: 702-706

· Swingler GH, Zwarenstein M. Telephone follow-up in a randomized controlled trial in a less developed country: feasibility, validity and representativeness. J Clin Epidemiol Swingler GH, Zwarenstein M. J Clin Epidemiol 2000; 53: 331-334

· Zwarenstein M, Schoeman J,  Vundule C,  Lombard C, Tatley M. A randomised controlled trial of lay health workers as direct observers for treatment of tuberculosis. International  Journal of Tuberculosis and Lung Disease 2000; 4(6):550-4

· Zwarenstein M, Volmink J, Irwig I, Chalmers I. Systematic Review: ‘state of the science’ health care decision-making. S Afr Med J 1995;85 (12),1266-1267

· Swingler GH, Hussy G, Zwarenstein M.  Randomised controlled trial of outcome after chest radiograph in acute ambulatory lower respiratory infection in children. Lancet 1998; 351:404-408.

· Irwig I, Zwarenstein M, Zwi A, Chalmers I. A flow diagram to help select interventions and research in health care WHO Bull 1998, 76:1; 17-24.

1b. Dr Carl Lombard, 

Director, Biostatistics Unit, Medical Research Council, South Africa

Dr Lombard is director of the MRC’s Biostatistics Unit, with four centres around the country, and over 20 staff. The Unit is responsible for a substantial portion of the national biostatistics support load to public health researchers. Current projects number over 200. 

· Harrison A, Karim SA, Floyd K, Lombard CJ, Lurie M, Ntuli N, Wilkinson D. Syndrome Packets and health worker training improve quality of sexually transmitted disease case management in rural South Africa: results of a randomised controlled trial. AIDS 2000; (Accepted)

· Campbell MK, Steen N, Grimshaw JM, Eccles M, Mollison J and  Lombard CJ. (Chapter 3): 57-76.  Design and statistical issues in implementation research. Changing Professional Practice: Theory and Practice of Clinical Guidelines Implementation. Danish Institute for Health Services Research 1999. 

· Rotchford K, Lombard CJ, Zuma K, Wilkinson D. Impact on perinatal mortality of missed opportunities to treat maternal syphilis in rural South Africa: baseline results from a clinic randomised controlled trial. Trop. Med. Int. Health 2000 (Accepted)

· Mathews C, van Rensburg A, Schierhout G, Coetzee N, Lombard CJ, Fehler HG, Ballard RC. An assessment of care provided by a public sector STD clinic in Cape Town. Int J STD AIDS. 1998 Nov;9(11):689-94.

· Jewkes RK, Fawcus S, Rees H, Lombard CJ, Katzenellenbogen J. Methodological issues in the South African incomplete abortion study. Stud Fam Plann. 1997 Sep;28(3):228-34.


1c) Dr Peter Barron.  

Director, Initiative for Sub District Support, Health Systems Trust, South Africa. Dr Peter Barron is a primary care physician who has specialised in public health medicine

Prior to studying medicine he worked in commerce and studied in accounting and economics and was a qualified accountant before switching careers. He has been working for the Health Systems Trust, for the past five years, for the first three as director of research and for the last two as head of the programme to improve primary care delivery through the district health system (Initiative for Sub-District Support, ISDS). 

From 1988 to 1995 Dr Barron was a senior health manager with extensive experience at both local government and provincial level. From July 1994 to May 1995 he was caretaker head of the health department in the newly formed Northern Cape Province health department. During the period 1981 to 1988 he worked in rural hospitals and urban clinics as primary care physician and health manager. 

The Health Systems Trust is an independent non governmental organisation with funding from private and governmental sources. It provides support for the development of health districts, through an extensive, national network of research and demonstration sites, currently over twenty districts, in all provinces of South Africa. The purpose of the initiative is to undertake development work, training, and operational research to speed and improve the new district level health services on which South Africa’s public sector services are being based. 

The selected districts are typical, rather than ideal, and problems identified and solved in any site are carefully documented and the lessons disseminated to other sites, to provincial and to national decisionmakers.

Publications

He has over 20 publications in refereed journals .  He has contributed significantly to the first four editions of the South African Health Review and was the editor of the second edition.

Partner 2. Health Services Research Unit, University of Aberdeen, Scotland

The Health Services Research Unit based in Aberdeen is a multidisciplinary research group for Scotland with a remit to identify effective and efficient forms of health care.  It has an international reputation for work related to this application.  Amongst its 50 staff are experts in large pragmatic multicentre trials and formal systematic reviews of research evidence.  Through a formal trials service for clinicians, the Unit runs a programme of multicentre trials concentrating on the evaluation of non-drug technologies and methods to improve professional practice.  There are special challenges in mounting such studies and ‘methodological research’ performed by members of the Unit is exploring ways to facilitate and improve the conduct and timely completion of trials.  The Unit also has considerable experience of the design and conduct of pragmatic cluster randomised trials of interventions to improve quality of care.  It is the Co-ordinating Centre for the EU Concerted Action AFROIMPLEMENT.  Involvement of the Unit will ensure that the applicability of relevant lessons learnt in EU and other developed countries is considered systematically during the proposed Concerted Action.

Publications

· Ross S, Grant A, Counsell C, Gillespie W, Russell I, Prescott P.  Barriers to participation in randomised controlled trials: a systematic review. J Clin Epidemiol. 1999 Dec;52(12):1143-56. Review.

· MRC Laparoscopic Groin Hernia Group.  Laparoscopic versus open repair of groin hernia: a randomised comparison.   Lancet 1999; 345: 185-190.

· ECMO Trial Economics Working Group.  Economic evaluation of randomised trial of extracorporeal membrane oxygenation: UK Collaborative Trial.  Br Med J 1998; 317: 911-916.

· Campbell MK, Grimshaw JM, Steen IN. Sample size calculations for cluster randomised trials. (EU BIOMED II Concerted Action). J Health Serv Res Policy. 2000;5(1):12-6.

· Grimshaw JM, Campbell MK, Eccles MP, Steen IN (1999). Experimental and quasi-experimental designs for evaluating guideline implementation strategies.  Family Practice 2000 Apr;17(2):192-6.

· Ibbotson T, Grimshaw J, Grant A. Evaluation of a programme of workshops for promoting the teaching of critical appraisal skills. Med Educ. 1998 Sep;32(5):486-91.

HSRU staff closely linked with project

2a. Adrian Grant – will contribute expertise in the design and conduct of multicentre pragmatic trials, with particular emphasis on health technology assessment and on the barriers and facilitators of successful completion of technology assessment trials.

2b. Jeremy Grimshaw – will contribute expertise in the design and conduct of pragmatic trials of organisational and professional interventions, particularly in respect of quasi-experimental approaches.

2c. Marion Campbell – will contribute expertise in the statistical aspects of the design and analysis of pragmatic trials, including the statistics of quasi-experimental approaches and economic evaluation within pragmatic trials.

2d. Luke Vale – will contribute expertise in economic evaluation within pragmatic trials and systematic reviews.

Partner 3. Resource Centre for Randomised Trials, Oxford 

The Centre supports and co-ordinates international multicentred randomised trials in developing and developed countries. 

3a. Dr Lelia Duley, Co-Director 

Qualifications:   MD (Honours) University of Aberdeen, MSc (Epidemiology) University of London, MRCOG, Specialist Registration with the GMC as Obstetric Epidemiologist

Experience and knowledge

1998-
Clinical Co-ordinator for the Magpie Trial (magnesium sulphate versus placebo for pre-eclampsia), current recruitment in 21 countries

1997-

Criticism Editor, Cochrane Pregnancy and Childbirth Group

1994-1997
Deputy Director, UK Cochrane Centre (60% time).  Achievements include developing and piloting the programme of training workshops for reviewers

1990-1997
Senior Research Fellow, National Perinatal Epidemiology Unit 

(full time until July 1994, then 40% time).  Principal Investigator for the Collaborative Eclampsia Trial, which involved clinicians from 9 countries in South America, Africa and India.

1989-92
Wellcome Trust Fellowship, based at the National Perinatal Epidemiology Unit (supervisor Iain Chalmers).  

1990- Reviewer with the Cochrane Pregnancy and Childbirth Group, responsible for reviews related to hypertension during pregnancy.

Publications

· Duley L, Henderson-Smart D. Reduced salt intake compared to normal dietary salt, or high intake, in pregnancy. Cochrane Database Syst Rev. 2000;(2):CD001687. Review.

· Duley L, Neilson JP.  Magnesium sulphate and pre-eclampsia.  BMJ 1999; 319:3.

· Gülmezoglu M, Villar J, Hofmeyr J, Duley L, Belizán JM.  Randomised trials in perinatal medicine: global partnerships are the way forward.  Br J Obstet Gynaecol 1998, 105:1244-1247.

· Mari J, Lozano J, Duley L.  Erasing the global divide in health research.  BMJ 1997, 314:390. The Eclampsia Trial Collaborative Group.  Which anticonvulsant for women with eclampsia? Evidence from the Collaborative Eclampsia Trial.  Lancet 1995, 345:1455-1463.

· Duley L.  The importance of clinical trials in perinatal medicine.  In:  Obstetric ultrasound.  Volume 2.  JP Neilson, SE Chambers (eds).  Oxford:  Oxford University Press, 1994.  

3b. Barbara Farrell, Co-Director of the Resource Centre for Randomised Trials and Trial Manager for the Magpie Trial.
She has twenty years experience in trial management and development, including considerable experience in designing and providing training for randomised trials.

Publications

· Farrell B.  Efficient management of randomised controlled trials: nature or nurture.  BMJ 1998 317:1236-9.

· Dorman PJ, Slattery J, Farrell B, Dennis MS, Sandercock PA. A randomised comparison of the EuroQol and Short Form-36 after stroke. United Kingdom collaborators in the International Stroke Trial. BMJ. 1997 Aug 23;315(7106):461.

· CLASP Collaborative Group.  A randomised trial of low dose aspirin for the prevention and treatment of pre-eclampsia among 9364 women.  Lancet 1994 343:619-29.

· European Carotid Surgery Trialists Collaborative Group.  MRC European Carotid Surgery Trial: interim results for symptomatic patients with severe (70-99%) or with mild (0-29%) carotid stenosis.  Lancet 1991 54:1044-54.

3c)  Dr J A Muir Gray, CBE, DSc, MD, FRCP(Glas&Lond)

Dr Muir Gray moved from surgery to public health and thence to Research and Development. He has held the following positions: Secretary of ASH (Action on Smoking and Health); Regional Director of Public Health for Oxford; Co-ordinator of the National Breast and Cervical Cancer Screening Programmes; Regional Director of Research and Development for the Anglia & Oxford Region of the NHS Executive. He helped establish the  Centre for Evidence-Based Medicine in Oxford and is  Associate Editor of the Journal of Evidence-Based Healthcare. He is director of the National Screening Committee, which provides a policy framework for consistent evidence based decisions on selection, implementation and evaluation of screening programmes in the NHS. He is also author of a well known book on the subject of  Evidence based healthcare, and leads the new NHS initiative on dissemination of information to decisionmakers, clinicians  and users of health care: the National Electronic Library. 

· Muir Gray JA, de Lusignan S. National electronic Library for Health. BMJ. 1999 Dec 4;319(7223):1476-9. Review. 

· Muir Gray JA. Evidence-based, locally owned, patient-centred guideline development. Br J Surg. 1997 Dec;84(12):1636-7. 

· Muir Gray JA, Haynes RB, Sackett DL, Cook DJ, Guyatt GH. Transferring evidence from research into practice: 3. Developing evidence-based clinical policy. ACP J Club. 1997 Mar-Apr;126(2):A14-6.

· Evidence-based healthcare: how to make health policy and management  decisions. Churchill Livingstone, New York, 1997, ISBN 0-443-05721-4.
Partner 4. Dept of Community health, University of the Orange Free State, South Africa.

4a) Max Bachmann, MBCHb, MFPH, MFCH, MSc, PhD; is the recently appointed Professor and head.  He is a public health physician with expertise in clinical epidemiology, health economics and policy analysis, and has conducted research applied to health policy in the UK NHS and the South African state health service. He has organised several conferences and postgraduate courses in health services research methods, aimed at policy makers, health services managers and academics. He has published on methods of cluster randomised trials.

Health Service decision maker participants: all from Free State Health Department, 

Bloemfontein, South Africa.

4b) Ronald Chapman FFCH, Public Health Physician and Director of primary care programmes, 

Dr Chapman leads  programme design and implementation of priority primary care programmes (e.g. 

HIV/AIDS, TB, Maternal and Child Health, Integrated delivery of services for Sick Children and also leads the Routine Health Information Systems  with projects on routine informatics.

Two other senior policymakers are being approached, having expressed general in principle commitment to use of research to inform policy decision making.  

4c) Craig Househam FCP, PhD. A former professor of Paediatrics, Dr Househam is now Head, Free State Department of Health. He directs all provincial health care decision making, reporting to the  MEC for Health Services of the Province. 

4d) Dr Victor Litlikhanyane, a physician and  radiotherapist by training is Chief Director: Clinical Care. Dr Litlikhanyane  leads hospital based care provision for the public sector in this province. 

Publications

· Peters TJ. Harvey IM. Bachmann MO. Eachus JI. Does requesting sensitive information on postal questionnaires have an impact on response rates? A randomised controlled trial in the south west of England. Journal of Epidemiology & Community Health. 52(2):130, 1998.

· Butler CC, Rollnick S, Cohen D, Russell I, Bachmann MO, Stott N. Motivational consulting versus brief advice for smokers in general practice: a randomised trial. British Journal of General Practice 1999;45:611-616.

· Butler C, Bachmann MO. Design and analysis of studies evaluating smoking cessation interventions where effects vary between practice or practitioner. Family Practice 1996; 13: 402-407.

· Mills N. Bachmann MO. Harvey I. Hine I. McGowan M. Effect of a primary-care-based epilepsy specialist nurse service on quality of care from the patients' perspective: quasi-experimental evaluation. Seizure. 8(1):1-7, 1999. 

· Bachmann MO, Nelson S. Impact of diabetic retinopathy screening on a district population: Cases detected and blindness prevented in an evidence-based model.  Journal of Epidemiology and Community Health 1998; 52:45-52.

Partner 5. Centro Rosarino de Estudios Perinatales, Rosario, Argentina

The Centre was founded in 1984 by obstetricians of t Rosario with the purpose of improving specifically mother-infant health in the population through research, training, and contributing to planification of health care. In April 1994, we were designated a WHO Collaborative Centre in Mother-Child Health and Population. We have expertise in the design and conduction of large multicentre RCTs, and established a 34 hospital national  research network, and a wider Latin American network. 

The centre provides practical training in Research Methodology, particularly Randomised Controlled Trials, Epidemiology, Statistics, and Evidence Based Medicine. More than 1000 professionals from 6 countries in Latin America received short courses on evidence-based medicine, methodology of randomised-controlled trials and the development of clinical guidelines, and 27 fellows from the region received one year training in Epidemiology and research methodology.

The centre research agenda is established through an epidemiological surveillance programme, and in relation to provider’s and user’s perceptions about health care needs. The centre is committed to include practitioners´ and women´ s perceptions of the quality of care. We evaluate the potential clinical effectiveness of interventions by systematic reviews and meta-analyses. When the evidence is inconclusive about its effectiveness but the intervention is potentially beneficial, it is established as a research priority and we start the process of protocol development. Whenever possible, we evaluate the effectiveness of such interventions through well-designed pragmatic randomised controlled trials. 

We disseminate the findings to health providers and policy makers at local and national levels, promoting the implementation of effective interventions and to discontinue harmful or ineffective ones. Since we have a close relationship with local and national health authorities we collaborate in planning strategies related to health care.

5a) Dr Guillermo Carroli 

1997 to date: Director, Centro Rosarino de Estudios Perinatales, Rosario, Argentina. Collaborative Centre of the World Health Organization in Maternal-Infant Health and Population. Department of Clinical Research, School of Medicine, National University of Rosario. Editor of the WHO Reproductive Health Library, Geneva, Switzerland.

Consultant of the World Health Organisation on Randomised Controlled Trials, Short Term Consultant. Reproductive Health and Research. World Health Organization. Geneva. Switzerland.

1985 to 1997 Vice-Director, Centro Rosarino de Estudios Perinatales, Rosario, Argentina. Department of Clinical Research, School of Medicine, University of  Rosario.

1980 to 1984 Director, Post-graduate Department, Maternidad Martin, Secretariat of Public Health, Municipality of Rosario.  Assistant Professor. Obstetric Department. School of Medicine, University of Rosario, Argentina. 
Publications

· The Eclampsia Trial Collaborative Group. Which anticonvulsant for Women with eclampsia? Evidence from the Collaborative Eclampsia Trial. The Lancet 1995;345:1455-63.

· Villar J, Carroli G. Theoretical Epidemiology, Methodological Issues of Randomized Controlled Trials for the Evaluation of Reproductive Health Intervention. Preventive Medicine 1996;25:365-375,

· Gulmezoglu M, Villar J, Carroli G, Hofmeyr J, Langer A, Schulz K, Guidoti R. WHO is producing a reproductive health library for developing countries. British Medical Journal. 1997; 314: 1695.

· Mugford M, Hutton G, Fox-Rushby J for the WHO Antenatal Care Trial Research Group. Methods for economic evaluation alongside a multicentre trial in developing countries: a case study from the WHO Antenatal Care Randomised Controlled Trial. Paediatric and Perinatal Epidemiology 1998; 12:75-97.

· Langer A, Nigenda G, Romero M, Rojas G, Kuchaisit C, Al-Osimi, Orozco E for the WHO Antenatal Care Trial Research Group. Conceptual based and methology for the evaluation of women´s and providers´perception of the quality of antenatal care in the WHO Antenatal Care Randomised Controlled Trial. Paediatric and Perinatal Epidemiology 1998; 12:98-115.

· Villar J. Piaggio G. Carroli G. Donner A. Factors affecting the comparability of meta-analyses and largest trials results in perinatology. Journal of Clinical Epidemiology. 50(9):997-1002, 1997 Sep.

· Villar J. Carroli G. Methodological issues of randomized controlled trials for the evaluation of reproductive health interventions. Preventive Medicine. 25(3):365-75, 1996 May-Jun.

Partner 6. Centro Latinoamericano de Perinatologia, Montevidea, Uruguay

6a) Professor JM Belizan is head of the Latin American Centre for Perinatology and Human Development, Montevideo,  Uruguay. The centre participates in numerous international multicentred perinatal and obstetric trials.

Publications

· Belizan JM.  Farnot U.  Carroli G.  al-Mazrou Y. Antenatal care in developing countries. Paediatric & Perinatal Epidemiology.  12 Suppl 2:1-3, 1998 Oct.

· Gulmezoglu M.  Villar J.  Hofmeyr J.  Duley L.  Belizan JM. Randomised trials in maternal and perinatal medicine: global partnerships are the way forward. British Journal of Obstetrics & Gynaecology.  105(12):1244-7, 1998 Dec.

· Villar J.  Bakketeig L.  Donner A.  al-Mazrou Y.  Ba'aqeel H. Belizan JM.  Carroli G.  Farnot U.  Lumbiganon P.  Piaggio   G.  Berendes H. The WHO antenatal care randomised controlled trial: rationale and study design.   Paediatric & Perinatal Epidemiology.  12 Suppl 2:27-58, 1998 Oct.

· Belizan JM.  Villar J.  Bergel E.  del Pino A.  Di Fulvio S. Galliano SV.  Kattan C. Long-term effect of calcium supplementation during pregnancy on the blood pressure of offspring: follow up of a randomised controlled trial  BMJ.  315(7103):281-5, 1997 Aug 2.

· Belizan JM.  Barros F.  Langer A.  Farnot U.  Victora C. Villar J. Impact of health education during pregnancy on behavior and utilization of health resources. Latin American Network for Perinatal and Reproductive Research. American Journal of Obstetrics & Gynecology.  173(3 Pt 1):894-9, 1995 Sep.

Partner 7. Department of Community Health, Eduardo Mondlane University, Mozambique

The faculty and department are a national resource for the training of high level health professionals and public health professionals. In addition the department has an active research programme, especially in the area of health services delivery, and health policy support to the Ministry. There is an existing EU funded project to analyse the strategic planning process in the Ministry of Health. 

7a). Professor Julie Cliff, MB BS FRCP MScCHDC DTM&H, is a physician and epidemiologist with many years of clinical and epidemiological research experience. Areas of research have included the evaluation of disease control programmes, policy research, and analytic and descriptive research on the relationship between cyanide intoxication and spastic paraparesis. Current research includes the impact of urban campaigns on measles control in Mozambique and policy transfer in sexually transmitted infection and tuberculosis control. She would contribute to the proposal by training junior staff and assisting with study design.

Publications: 

· Logie D, Bergstrom S, Cliff J. (1999) Debt relief and health charges in Mozambique. Lancet, 353:2077-8.

· Cliff J, Nicala D, Saute F, Givragy R, Azambuja G, Taela A, Chavane L, Gani A. (1999) Ankle clonus and thiocyanate, linamarin, and inorganic sulphate excretion in school children in communities with konzo, Mozambique. Journal of Tropical Pediatrics, 45:139-142.

· Cliff J, Marshall C, Dimande J. (1997) Compliance in treatment of diarrhoeal diseases, acute respiratory infections and malaria in district health centres, Mozambique. Southern African Journal of Public Health (SAMJ) 87:672-5.

· Cutts F, Monteiro O, Tabard P, Cliff J. (1994) Measles control in Maputo, Mozambique, using a single dose of Schwarz vaccine at age 9 months. Bulletin of the World Health Organization, 72:227-231.

· Cliff J, Cutts F, Waldman R. (1990). Using surveys in Mozambique for evaluation of diarrhoeal disease control. Health Policy and Planning 5:399-402. 

7b). Ana Maria Novoa, MD, MScCHDC,  is Head of the Community Health Department, and is a physician and epidemiologist with many years of experience in teaching and researching community health. Her main areas of research have been diarrhoeal diseases and mortality, latterly using the burden of disease approach. She was Mozambique contributor to the London School of Hygiene and Tropical Medicine study on WHO in Mozambique. She would contribute to the proposal by training junior staff  and assisting with study design. 

7c). Ana Rosa Araujo, MD, MPH, Lecturer, Community Health Department

Recent recruit to the Department with a Masters specializing in Demography. She would contribute study design and analytic skills.


7d) Martinho Dgedge, MD, Msc, PhD

Dr Dgedge is a policymaker with a commitment to find ways to inform policy with research. He will contribute to our understanding of ways of increasing the relevance, contextualisation  usefulness and prioritisation of pragmatic trials in Mozambican health care decision making. 

Deputy National Director of Health – Ministry of Health

Part-time: Senior Lecturer at the Eduardo Mondlane University, Faculty of Medicine, 

Previously Medical doctor at the district level, at Provincial Hospital and at the National Institute of Health. Head of the National Control Programme of Tuberculosis, Head of Blood Parasitology Department at the National Institute of Health and currently Director of the National Institute of Health

Qualifications

2000- Ph.D on Public Health. London School of Hygiene & Tropical Medicine,University of London, London; 1992- MSc (Community Health for Developing Countries), London School of Hygiene & Tropical Medicine, University of London, London, U.K; Medical doctor, Faculty of Medicine, Eduardo Mondlane University, Mozambique.

Areas of Interest

Cost-evaluation of health programmes, -Epidemiology of Malaria, Trypanosomiasis, Tuberculosis. Management and Supervision of different National Control Programmes, Health system research


Publications And Presentations

· Dgedge, M. (2000). Implementation of an insecticide treated bednet programme for malaria prevention through the primary health care system in Mozambique: socio-economic factors associated with sustainability and equity. Ph.D. Thesis. London School of Hygiene and Tropical Medicine, University of London, United Kingdom.

· Dgedge, M., Kumaranayake, L., Cossa, H, Hogh, B. and Lines, J. (1999). Can the expansion of a subsidised ITN project become self-sufficient? The experience from an ITN project in Mozambique. Abstract presented during the II ITN conference in Dar-es-Salam (1999) – Tanzania.

· Martinho, D.,  Gomes, A., Cossa, H., Kumaranayake,  Lines, J (1999). Willingness to Pay for Insecticide Treated Net before and after implementation of ITN in a semi-rural district of South Mozambique. Abstract presented during the MIM African Malaria Conference, Durban, South Africa (14-19 March 1999): B-29.

· Alonso, P. and Dgedge, M. (1999). A new impetus for malaria research and control. Parasitology Today 15(2):48-49.

· Dgedge, M, , Saifodine, A., Enosse, S. & Alonso, P. (1997) Eficácia terapeutica da cloroquina no tratamento da malaria não complicada, e sensibilidade in vitro do P. falciparum a cloroquina num distrito de Moçambique. Livro de sumarios das “X Jornadas de Saúde & I Congresso Luso-Moçambicano de Infeciologia”. Maputo, 1997. Revista Médica de Moçambique 7(1,2) supp 1:7

· Dgedge, M., Novoa, A., Macassa, G. and Cliff, J. Causes of registered death, Maputo city, 1994.  18th African Health Sciences Congress. Cape Town, South Africa, 1997.

· Dgedge, M., Campos, F., Parkalli, L. (1994). Sobrediagnostico de tuberculose pulmonar infantil na cidade de Maputo. Revista Medica de Mocambique 5(2): 8-12
Partner 8. Department of Medicine, Muhimbili Medical Centre, Tanzania

This is an academic department at the National referral hospital with over 400 beds and over 18 senior doctors. The department has participated in collaborative research with a number of institutions including Karolinska Institute (Infectious diseases), University of Newcastle UK (non communicable diseases), Duke University USA (Infectious diseases), University of Nijmegen, Holland(Diseases of the GIT), WHO (tuberculosis) during the 1990's. Consequently our department has staff with good experience in performing research activities in several areas of medicine in general.


8a). Professor Kisali Pallangyo, MD, MMed 
Knowledge and experience.
1994-todate Professor, Department of Medicine, Muhimbili Medical Center, Dar es salaam.
1992-1997 Chairman, Department of Medicine, Muhimbili University College of Health Sciences and Muhimbili Medical Center, Dar es salaam
1986-todate Principal Investigator, Study to determine natural course of HIV infection in Dar es salaam. A SAREC funded study.
1994-todate. Principal Clinical Investigator. Astudy to determine suitability of police officers in Dar es salaam for HIV vaccine evaluation. 
1986-7 Research fellow, Commonwealth Universities and Honorary Registrar, Department of Dermatology,Sheffield University and Royal Hallamshire Hospital, Sheffield, UK
1982-90 Lecturer, Department of Medicine, Faculty of Medicine, University of Dar es salaam.
Specialist Physician, Muhimbili Medical Centre, Dar es salaam.
1984-85 Research fellow,Clinical Microbiologyand Immunology Institute of tropical Medicine, University of Nagasaki

· Bakari M, Lyamuya E, Mugusi F, Aris E, Chale S, Magao P, Jossiah R, Janabi M, Swai A, Pallangyo N, Sandstrom E, Mhalu F, Biberfeld G, Pallangyo K. The prevalence and incidence of HIV-1 infection and syphilis in a cohort of police  officers in Dar es Salaam, Tanzania: a potential population for HIV vaccine trials. AIDS. 2000 Feb 18;14(3):313-20.

· Moshi AH, Jorgensen AF, Pallangyo K. Treatment of oral candidiasis: a study to determine the clinical response of sodium benzoate compared with nystatin suspension. AIDS. 1998 Nov 12;12(16):2237-8.

· Lyamuya EF, Kagoma C, Mbena EC, Urassa WK, Pallangyo K, Mhalu FS, Biberfeld G. Evaluation of the FACScount, TRAx CD4 and Dynabeads methods for CD4 lymphocyte determination. J Immunol Methods. 1996 Sep 9;195(1-2):103-12.

· Bakari M, Pallangyo K, Kitinya J, Mbena E, Urassa W. The importance of clinical features in differentiating HIV related from non-HIV  related Kaposi's sarcoma: experience from Dar es Salaam, Tanzania. Trop Doct. 1996 Jul;26(3):104-7.


Other scientific personnel
8 b). Dr. Ferdnand Mugusi, Senior lecturer
8 c). Dr. Muhamamd Bakari, Lecturer
8 d). Dr. Andrew Swai, Professor


Partner 9. Department of Community Health, University of Zimbabwe, Harare, Zimbabwe.

The Department conducts public health and health services research applied to the country’s major health problems and is a a partner in the AfroImplement concerted action. It is  a Rockefeller funded “Public Health Without Walls” site, and has a two year field based MPH programme.  This programe is run in collaboration with the Ministry of Health and Child Welfare.  We have also been the recipient of WK Kellogg funding for a joint UZ/Municipality project.

9a) Dr Godfrey Woelk PhD is a medical sociologist and will be the main link person in the network. He is also President of Social Science and Medicine Africa Network (SOMA-Net).

Dr Woelk has served several times as a consultant to the WHO Health Systems Research Programme, and participated in the drafting and revision of the HSR training manuals which are used throughout Africa and Asia. He served on the National Steering Committee that drafted the Zimbabwe AIDS Policy.

Publications

· Mahomed K.  Mulambo T.  Woelk G.  Hofmeyr GJ.  Gulmezoglu   AM. The Collaborative Randomised Amnioinfusion for Meconium Project (CRAMP): 2. Zimbabwe.  British Journal of Obstetrics & Gynaecology.  105(3):309-13, 1998 Mar.

· Hansen K.  Woelk G.  Jackson H.  Kerkhoven R.  Manjonjori N.  Maramba P.  Mutambirwa J.  Ndimande E.  Vera E. The cost of home-based care for HIV/AIDS patients in Zimbabwe. AIDS Care.  10(6):751-9, 1998 Dec.

· Laver SM, van den Borne B, Kok G, Woelk G. A pre-intervention survey to determine understanding of HIV and AIDS in farm worker communities in Zimbabwe. AIDS Educ Prev. 1997 Feb;9(1):94-110.

· Atkinson JO.  Mahomed K.  Williams MA.  Woelk GB.  Mudzamiri S.  Weiss NS. Dietary risk factors for pre-eclampsia among women attending Harare Maternity Hospital, Zimbabwe.  Central African Journal of Medicine.  44(4):86-92, 1998 Apr. 

· Woelk G.  Emanuel I.  Weiss NS.  Psaty BM. Birthweight and blood pressure among children in Harare, Zimbabwe. Archives of Disease in Childhood Fetal & Neonatal Edition.  79(2):F119-22, 1998 Sep.

· Woelk GB. Primary health care in Zimbabwe: can it survive? An exploration of the political and historical developments affecting the implementation of PHC. Social Science & Medicine.  39(8):1027-35, 1994 Oct.

Partner 10. Institut fuer Sozialmedizin, Medizinische Universitat Luebeck, and Evidence Based Medicine Consortium, Germany

The Institute teaches and conducts research in public health and rehabilitation medicine, and is a part of the Medical School of the University of Luebeck. The Institute is a member of the German Evidence based Medicine Consortium, and there collaborates on systematic reviews of evidence of clinical effectiveness and teaching of evidence based medicine,  with a view to influencing health policy and clinical practice.

10a). Dr Suzanne Doepfmer, is co-ordinator of developing country co-operation for the consortium. She is based at the Institute for Social Medicine of the University Luebeck.

 Publications

· Bauer M, Döpfmer S. Lithium Augmentation in Treatment-Resistant Depression: Meta-Analysis of Placebo-Controlled Studies. J Clin Psychopharmacol 1999; 19: 427-434.

· Doepfmer S.  Guggenmoos-Holzmann I. Plasma cholesterol response to dietary saturated fat. Conclusions are based on circular arguments.  BMJ.  312(7029):511-2, 1996.

· Doepfmer S. Levitt NS.  Zwarenstein MF.  Doepfmer S.  Bawa AA.   Katzenellenbogen J.  Bradshaw D. Public sector primary care of diabetics--a record review of quality of care   in Cape Town. South African Medical Journal. 1996 ; 86(8 Suppl):1013-7,.

10b). Prof. Dr. Dr H.-H. Raspe, Head of the Institute for Social Medicine of the University Luebeck. He has expertise in clinical epidemiology of rehabilitation. 

Publications

· Raspe H. [Evidence-based medicine: an introduction for clinical practitioners]. Z Gerontol Geriatr. 2000 Apr;33(2):78-81.

· Matthis C.  Weber U. Raspe H, Langenberg C [Final and causal foundations of medical practice--two achievements of evidence-based medicine]. Z Arztl Fortbild Qualitatssich. 1999 Jun;93(4):272. 

· O'Neill TW.  Raspe H. Health impact associated with vertebral deformities: results from the   European Vertebral Osteoporosis Study (EVOS). Osteoporosis International.  8(4):364-72, 1998.

· Deck R.  Zimmermann M.  Kohlmann T.  Raspe H. Rehabilitation-related expectations and motivations in patients with nonspecific backache. The development of a standardized questionnaire.Rehabilitation.  37(3):140-6, 1998 Aug.

· Weber A.  Wilhelm M.  Weber U.  Raspe H. Is subjective health status a good predictor of work resumption?]. Source  Sozial- und Praventivmedizin.  43(4):177-84, 1998.

· Ollenschlager G, Helou A, Kostovic-Cilic L, Perleth M, Raspe HH, Rienhoff O, Selbmann HK, Oesingmann U. [Checklist for methodological quality of guidelines. A contribution to quality promotion of medical guidelines]. Z Arztl Fortbild Qualitatssich. 1998 Apr;92(3):191-4.

Partner 11. Health Services Research Unit, National Institute of Public Health, Oslo, Norway 

11a) Dr Andy Oxman

Dr Oxman has been  director of the unit for 7 years. The Unit addresses questions about the effects of health care (through systematic reviews), trade-offs between the benefits, harms and costs of health care (through measurement of preferences and economic analyses), barriers to rational decisions about health care (using qualitative research) and the effectiveness of interventions to support well informed decisions about healthcare (using controlled trials). Members of the Unit come from a variety of health care professions - including medicine, nursing, physiotherapy, chiropractic and psychology - and have training in a number of disciplines, including: epidemiology, information technology, statistics, economics, anthropology, political science, information science and journalism.

The Unit is investigating the use of evidence by policy makers with the aim of developing and evaluating methods for supporting better use of research evidence in health policy decisions. The Unit is responsible for providing advice to the government and others regarding health services, and educational activities, including an annual Nordic Workshop on Evidence-Based Health Care.  The Unit is involved in five recently completed or ongoing EU projects, several international networks in addition to the Cochrane Collaboration, and works closely with a wide range of organisations in Norway including professional, government, patient, employee and employer organisations. The Unit hosts the Norwegian branch of the Nordic Cochrane Centre, is the editorial base for the Empirical Methodological Studies Methods Group, is the base for the current Chair of the Cochrane Collaboration Steering Group. It is responsible for the Cochrane Methodology Register, and are also responsible for developing a communication plan for the Cochrane Collaboration. Members of the Unit contribute systematic reviews to several Cochrane review groups.  Current research projects include five randomised controlled trials of interventions to help people make better use of research evidence. It has established a research support unit that is responsible for data management for projects based in the Unit.  It provides expertise in designing survey instruments, electronic data entry from questionnaires, database management and analysis.  It provides high quality, secure and efficient data collection and management.

Publications

· Hutchison BG, Oxman AD, Shannon HS, Lloyd S, Altmayer CA, Thomas K. Clinical effectiveness of pneumococcal vaccine. Meta-analysis. Can Fam Physician. 1999 Oct;45:2381-93.

· Flottorp S, Oxman A, Bjorndal A. The limits of leadership: opinion leaders in general practice. J Health Serv Res Policy. 1998 Oct;3(4):197-202.

· Bero LA, Grilli R, Grimshaw JM, Harvey E, Oxman AD, Thomson MA. Closing the gap between research and practice: an overview of systematic reviews  of interventions to promote the implementation of research findings. The Cochrane Effective Practice and Organization of Care Review Group. BMJ. 1998 15;317(7156):465-8. Review.

· Bjorndal A, Oxman A. [Knowledge, professional practice and health policy]. Tidsskr Nor Laegeforen. 1996 Mar 10;116(7):829-30. 

· Oxman AD, Thomson MA, Davis DA, Haines RB. No magic bullets: a systematic review of 102 trials of interventions to help health care professionals deliver services more effectively or efficiently. Can Med Assoc J 1995; 153:1423-31.

· Kunz R, Oxman AD. The unpredictability paradox: review of empirical comparisons of randomised and non-randomised clinical trials. BMJ 1998; 317:1185-90.

11b) Einar Skancke is the  Department Director, Section for Government Responsibilities, Department,   of Health, Norwegian Ministry of Health and Social Affairs, Oslo, Norway Einar is responsible for making recommendations about which drugs go on the drugs benefit program.  He has commissioned us to develop and implement guidelines to improve prescribing of antihypertensive and cholesterol lowering drugs and is a co-author on the Milbank case study that looks at collaboration between researchers and policy makers.

11c) Audun Haga is Head, Pharmaco-economics Unit, Medicines Control Authority, Oslo, Norway. He is responsible for economic analyses of new drugs and providing background documentation for decisions about which drugs go on the benefit scheme.  He is supporting us to doa trial comparing an N of 1 service versus expert clinical judgement to decide which patients should receive , an asthma medication that is expensive and has small marginal benefits compared to steroids, but may be useful for selected patients.

Partner 12. Tropical Metabolism Research Unit, Tropical Medicine Research Institute, University of the West Indies, Kingston, Jamaica

The TMRU conducts epidemiological and health services research, especially concerning hypertension and diabetes in the Caribbean. This research has investigated reasons for the rapidly rising prevalence of these conditions, and the quality of care provided. The TMRU was supported by the UK MRC and is currently working with the UK MRC HSRC to investigate reasons for poor control, and to develop effective interventions. 

12a) Professor Terrence Forrester is a medical epidemiologist, is Director of the TMRU and of the Tropical Metabolism Research Institute.. His particular interests are in causes of hypertension and diabetes and in their changing prevalence. 

Publications

· Cooper RS. Osotimehin B. Kaufman JS. Forrester T. Disease burden in sub-Saharan Africa: what should we conclude in the absence of data? Lancet. 351(9097):208-10, 1998.

· Okosun IS. Cooper RS. Rotimi CN. Osotimehin B. Forrester T. Association of waist circumference with risk of hypertension and type 2 diabetes in Nigerians, Jamaicans, and African-Americans. Diabetes Care. 21(11):1836-42, 1998.

· Reid M. Bennett F. Wilks R. Forrester T. Microalbuminuria, renal function and waist:hip ratio in black hypertensive Jamaicans. Journal of Human Hypertension. 12(4):221-7, 1998.

· Forrester T. McFarlane-Anderson N. Bennett FI. Wilks R. Cooper R. Rotimi C. Morrison L. Ward R. The angiotensin converting enzyme and blood pressure in Jamaicans. American Journal of Hypertension. 10(5 Pt 1):519-24, 1997.

· Cooper RS. Rotimi CN. Kaufman JS. Owoaje EE. Fraser H. Forrester T. Wilks R. Riste LK. Cruickshank JK. Prevalence of NIDDM among populations of the African diaspora. Diabetes Care. 20(3):343-8, 1997.

· Partner 13. Nordic School of Public Health, Gotheborg, Sweden.
The Nordic School was founded as a Scandinavian resource to promote the development of public health skills and capacity throughout the Scandinavian region. It continues to be a centre of teaching and research in this area, widening its field of interest to the Baltic countries and developing countries as the individual Scandinavian countries have developed their own capacity. Major areas of research interest include all aspects of social medicine. 

The Nordic school of Public Health is working on pragmatic trials since early 90s. Methodologies have been developed for evaluating the effect of information / education on the behaviours of health workers.

13a) Vinod K Diwan, Professor in international health and epidemiology. 

Prof Diwan has health systems research as his expert area. He has carried out randomised controlled trials using group or clusters in three European and four developing contries. 

13b) Prof Bo Eriksson 

Prof Eriksson is a biostastician and has contributed to  the analysis of studies with cluster randomisation.  He has a specific interest in Multi level analysis, and together with Prof Diwan has organised courses for multi level analysis. 

13c) Dr Nugyen Hoang Long,  MD, Dr Med Sc, is a physician and health systems researcher presently working  with the Ministry of Health in Vietnam, where he has a key role in planning and policy making focussing on implementing evidence based policy on Tuberculosis. He is a former doctoral student of Prof Diwans, and continues to work closely with him, from within the MOH, Vietnam. His particular expertise is in qualitative research methods and their application to health care delivery programme design.

PUBLICATIONS:

· Angunawela I, Diwan VK, Tomson G. Experimental evaluation of the effects of information on antibiotic prescribing: a study in out-patient care in an area of Sri Lanka. Int J Epidemiol 1991;20:558-64.

· Diwan VK, Eriksson B, Sterky G, Tomson G. Randomisation by group in studying the effect of drug information in primary care. Int J Epidemiol 1992; 21: 124-130.

· Diwan VK, Wahlström R, Tomson G, Sterky G, Beermann B, Eriksson B. Effects of "group detailing" on the prescribing of lipid-lowering drugs: a randomised controlled trial in Swedish primary care. J Clin Epidemiol 1995;48:705-11.

· Bexell A, Lwando E, von Hofsten B, Tembo S, Eriksson B, Diwan VK. Improving drug use through continuing education: A randomised controlled trial in Zambia. J Clin Epidemiol 1996; 49: 355 - 357.

· Stålsby Lundborg  C, Wahlström R, Diwan VK, Oke T, Mårtensson D, Tomson G. Combining feedback from simulated cases and prescribing: design and implementation of an educational intervention in primary care in Sweden. International Journal Technology Assessment in Health Care. 1999 Summer;15(3):458-72. 

· Long NH, Johansson E, Diwan VK, Winkvist A. Different tuberculosis in men and women: beliefs from focus groups in Vietnam. Soc Sci Med. 1999 Sep;49(6):815-22.

· Long NH, Johansson E, Lonnroth K, Eriksson B, Winkvist A, Diwan VK. Longer delays in tuberculosis diagnosis among women in Vietnam. Int J Tuberc Lung Dis. 1999 May;3(5):388-93.

Partner 14. Epidemiology Unit, Hospital América Arias, Habana, Cuba

This unit is a Collaborating Centre of the WHO Human Reproduction Program, with which it has participated in many multicentre randomised controlled trials  developed by WHO. It also has experience in other multicentre randomised controlled trials including: Psychosocial support and pregnancy outcomes (with IDRC), Evaluation of a new antenatal care model (WHO), Second opinion in Cesarean section (EU), and the Magpie trial (UK). The persons working in the unit are of different professions, including an obstetrician and gynaecology, a psychologist with experience in social research and a mathematician with experience in statistics, computer programming and population studies.

14a). Ubaldo Farno, Professor of Obstetrics and Gynaecology, and Executive Officer, Epidemiology Unit. 

Publications

· A randomised trial of psychosocial support during high risk pregnancies. N Engl J Med  327:1266-1271/1992

· Impact of health education during pregnancy on behavior and utilization of health resources. Am J Obstet Gynecol. 173;894-899. 1995

· Bulletin of World Health Organization. Maternal anthropometry and pregnancy outcomes. Supplement to volume 72. WHO. Geneva 1995.

· Antenatal care in developing countries. Pediatric and Perinatal Epidemiology. Vol 12. Suppl 2. 1-3. 1998.

· The WHO Antenatal care randomised controlled trial: rationale and study design. Pediatric and Perinatal Epidemiology. Vol 12. Suppl. 2  27-58.. 1998  

14b) Juan C. Vazquez

Specialist in Obstetrics and Gynecology with training and research experience in epidemiology. He has worked as a reviewer for Cochrane Collaboration, and has experience in perinatal research. In this project he will contribute to Work package number 2: Database of RCTs in DCs and descriptive analysis of DC RCTs.

Publications

· Belizan JM, de Onis M, Carroli G, Vazquez JC, Villar J. Retardo del Crecimiento Intrauterino. En: Cifuentes R (ed). Obstetricia de Alto Riesgo, Aspromedica, Cali, 1994: 445-459

· Vazquez JC, Villar J. Treatments for symptomatic urinary tract infections during pregnancy (Review). Cochrane Collaboration (in editorial process)

· Vazquez JC, Neilson JP, Hickey M. Medical treatment for miscarriage (Protocol). Cochrane Collaboration (in editorial process)

14c.) Georgina Rojas. MSc.

Psychologist. post graduate course in Research’ methodology. CENEP (Population Study Center). Argentina, 1994.  Master Science in Psychology. Havana University, 1998. With experience in social and medical research in relation to psychosocial support, satisfaction, gender, adolescents and social representation. In this project she will contribute to work package number 1: Barriers and Solutions.

Publications.

· Rojas, G.: Importance of relation between patients and doctors for pregnants women.  Psychology bulleting. Psychiatric hospital. Havana, 1990.

· Psychosocial support during high-risk pregnancies.  International Journal of Obst-Ginecol. Vol 41. No.3 June.   1993 (collaborator).

· Rojas, G. : Psychological aspects of pregnant and breastfeeding. In. Newborn fetal stimulation  and development of child. Edit. Científico-Técnica. 1994.

· Langer. A. ; Nigenda. G. ; Romero. M. ; Rojas. G. et al: Conceptual bases and methodology for the evaluation of women's  and   providers' perception of the quality of antenatal care in the WHO Antenatal Care Randomized  Controlled Trial. In : Paediatric and Perinatal Epidemiology. Volumen Supplement 2,  October 1998. Guest Editors:  P. Lumbiganon, P. Bergsjo, H. Ba'aqeel & J. Villar. Blackwell Science Ltd.

14d.) Elva Díaz MSc.

Mathematic Bachelor (Diplom Mathematik) Humboldt-Universität. 1977 

MSc Population Studies. Universidad de La Habana. 1999

With work experience in Statistics,  Computer Programming and Data Clerk, Design and Analysis of Clinical Trials and Social Research studies. In this project she will contribute to work package number  3  in review of trials protocols, selection and annotation of good examples to include in the library. She can also contribute with software to randomisation and data management and analysis.

Publications:

· Estudio Clínico-Terapéutico Controlado y Multicéntrico en pacientes con Neuropatía Epidémica en su forma óptica. Neuropatía Epidémica en Cuba. Editorial Ciencias Médicas, 1995.

· Factores del Aborto Inducido: un estudio multivariado. Salud Reproductiva en Cuba. Vol II, Editado por CEDEM-UH- Reproducción Humana-OPS, 1997

· Embarazos registrados que terminan en aborto: aplicación del Modelo de Sobrevivencias de Cox. Memorias del Encuentro de Cientistas Sociales de las Ciudades de Córdoba, Buenos Aires y La Habana. Ed. CEDEM-UH, 1999

· Cadenas Bayesianas de Bloques Markovianos: Aplicación a la evaluación de los Factores Directos e Indirectos de Resultados del Embarazo. Memorias  del Segundo Encuentro Iberoamericano de Matemática Aplicada. Taller Internacional sobre calidad y desarrollo Qualitas’99.  La Habana. 1999

Partner 15. Clinical Epidemiology Unit, Javariana University, Bogota, Columbia

The Unit conducts a range of clinical epidemiological research, including randomised trials. applied to the major health problems of Columbia and Latin America. It is a teaching institution on Epidemiology, and Biostatistics in the javeriana University, and is also a resource site in the International Clinical Epidemiology Network (INCLEN). 

15a) Dr Juan Manuel Lozano is head of the Unit. 

15b) Dr Luis G Cuervo is a researcher in the unit. 

Publications

· Lozano JM, Ruiz JG. Reading a journal article. Indian J Pediatr. 2000 Jan;67(1):55-62.Mari JJ.  

· Lozano JM.  Duley L. Erasing the global divide in health research. BMJ  314(7078):390, 1997 Feb 8.

· Lozano JM.  Cespedes JA..Lactose vs. lactose free regimen in children with acute diarrhoea: a randomized controlled trial.  Archivos Latinoamericanos de Nutricion.  44(1):6-11, 1994 Mar.

· Lozano JM.  Steinhoff M.  Ruiz JG.  Mesa ML.  Martinez N. Clinical predictors of acute radiological pneumonia and hypoxaemia at high altitude. Archives of Disease in Childhood.  71(4):323-7, 1994 Oct.

· Lozano JM.  Duque OR.  Buitrago T.  Behaine S.  Pulse oximetry reference values at high altitude. Archives of Disease in Childhood.  67(3):299-301, 1992 Mar.

Partner 16 World Health Organization Global Programme on Evidence for Health Policy (GPE):Choosing Interventions: Effectiveness, Quality, Costs, Gender and Ethics (EQC)

This unit of the GPE is doing work on describing  health care interventions to provide policy makers with information critical to evaluating if an intervention should be provided.  This description will include information on intervention effectiveness – evidence on the population impact of major interventions and how it varies with patient, provider and system characteristics, on the quality of care - how improvements in quality change health outcomes and on the costs of Interventions –  how much interventions cost and how costs vary by setting. This information is fundamental to choosing which interventions to provide, and the unit is working on development of methods policy makers can use to choose the optimal mix of interventions.  This is based upon an analysis of  how interventions are currently chosen as a means of determining if current decisions can be changed. Much of the above work requires development of methods and tools, to which PRACTIHC may contribute.

16a) Tessa Torres‑Edejer, M.D.

Doctor of Medicine, 1978 – 1982, Residency in Internal Med, 1984‑1986, Fellowship in Infectious Diseases M.Sc.Design, Measurement and Evaluation 1988,:Masters in Health Professions Education 1995

Dr. Tessa Tan-Torres works for the World Health Organization Global Programme on Evidence: Effectiveness, Quality, Costs, Ethics and Gender (EQC), where she is responsible for the work on defining and measuring effectiveness and quality of care at the intervention, facility and system level. She was a Professor at the College of Medicine and headed the Institute of Clinical Epidemiology  of the National Institutes of Health, University of the Philippines Manila. Her interests  include costing, cost-effectiveness analysis and technology assessments. She is on the Editorial or Advisory Board of the British Medical Journal, of Health Policy and Planning,  and the Journal of health and Population in Developing Countries. 

Journal Publications: 

· The Working Group on Priority Setting . Priority setting for health research: lessons from developing countries.  Health Policy and Planning 2000 15: 130-136. 

· Edejer, TT.  North-South research partnerships: the ethics of carrying out research in developing countries. BMJ. 1999 Aug 14;319(7207):438-41. 

· Tan-Torres, T. Technology Assessment in Developing Countries. 1995 World Health Forum 16;1:74-76.

· Garner P, Tan-Torres T, Alonzo P. Trial Design in Developing Countries. British Medical Journal 1994;309:825-826.

· Contributor, Module on Management of Infectious Diseases, Rational Drug Use Manual II.  The National Drug Committee, The National Drug Policy Program, Department of Health, 1992.


16b) Dr David Evans 

1973 B.Economics, 1974 B.Economics (honours), 1975 M.Ec., 1981 Ph.D. 

Coordinator, Choosing Interventions: Effectiveness, Quality, Costs, Gender and Ethics (EQC) in the Global Programme on Evidence for Health Policy (GPE).

My role is to establish a new team, provide intellectual leadership to the development and conduct of a work plan, and manage 16 staff.  The work plans cover measuring effectiveness, quality of care, and costs of interventions; assessing the economic impact of disease; assessing the impact of interventions on inequalities including gender inequalities; development of methods for setting priorities and choosing appropriate intervention mixes; assessing the ethical implications of resource allocation decisions; and terminology standardization.

Previously :Scientist (Health Economist), UNDP/World Bank/WHO Special Programme for Research and Training in Tropical Diseases (TDR), Geneva.

Duties were to stimulate and fund multi‑disciplinary research on six tropical diseases to determine more effective, efficient and affordable strategies for disease control. 

Manager, Task Force on Health Care Financing and Tropical  Diseases, TDR; Task Force on Healthy School‑Aged Children, TDR;  Scientific Advisory Committee, Essential Health Interventions Project, Tanzania (a joint initiative of the Tanzanian Government and IDRC Canada), 1996- present. Currently on the Editorial board: Southeast Asian Journal of Tropical Medicine and Public Health, Bulletin of the World Health Organization 

Areas of interest include Cost-effectiveness analysis and evidence-based health policy, choosing interventions: the role of health economics and impact of evidence on health sector performance.

PUBLICATIONS:  

· Evans D.B., A. Tandon, C.J.L. Murray, J. Lauer. The comparative efficiency of national health systems in producing health: an analysis of 191 countries. Geneva, World Health Organization, 2000 (Global Programme on Evidence for Health Policy Discussion Paper No. 29).

· Evans, D.B. & Hurley, S.F.  "The application of economic evaluation techniques in the health sector: the state of the art".  Journal of International Development, 7(3):503-524, 1995.

· Hurley S.F., L. Bond, J.B. Carlin, D.B. Evans & J.M. Kaldor.  “A method of estimating baseline health care costs".  Journal of Epidemiology and Community Health 49:525‑531, 1995.

· Evans D.B., G. Azene & J. Kirigia.  “Should governments subsidize the use of insecticide-impregnated mosquito nets in Africa? Implications of a cost-effectiveness analysis. Health Policy and Planning, 12(2):107-114, 1997.

· Murray C.J.L., D.B. Evans, A. Acharya & R.M.P.M. Baltussen.  “Development of WHO Guidelines on Generalized Cost-Effectiveness Analysis”, Health Economics 9(3): 235-51, 2000

Section C5. Project management

The project will be managed by an executive committee, comprising the Principal contractor, HSRMRC, CREP as the LAM/Caribbean co-ordinator, and one European partner (to be chosen by the steering group (see below) at first network meeting). The Co-ordinator of the CA, Partner 1, will take responsibility for ensuring smooth and efficient running of the project.  The exacutive members will act as co-ordinators of the work being conducted by partners in their regions. These co-ordinators will be in at least monthly contact with all partners in their regions, ensuring two way communication, and monitoring progress in protocol development, action plans and delegated tasks. 

These three co-ordinators will be in regular close contact by email and telephone, with face to face meetings twice per annum, and at least four telephone conferences per annum. This group will have decision making powers, taking decisions by consensus, or vote where needed. All decisions will be relayed to project participants by email, with follow up from the co-ordinator of the relevant region. 

The three executive members, with their employed administrative support personnel will act as secretariat to PRACTIHC, ensuring that executive and steering group meetings are minuted with action delegated to named individuals by specified dates, and that progress in carrying out delegated tasks is monitored.  Policy, administrative and logistic issues, including finances, written reports, organising meetings etc., will be discussed at the executive committee meetings. 

The executive is accountable to the project Steering Group, consisting of a single representative of each partner, chaired by Partner 1. All partners are treated as equal and  fully independent participants, directly represented on the Steering Group. The steering group will meet once a year with the executive committee, in the course of the annual network workshop, but if required, may meet more often, either in whole or committee. 

The annual face to face meeting of the steering group with the executive committee will assess direction, progress and take any major decisions which the executive felt must be tested with the entire project membership, and which could not be settled through proxy discussions in executive meetings. 

Each partner will have responsibility for a defined part of various work packages, alone or in collaboration with other partners. The specific responsibilities will be discussed and allocated in a vist to each partner by Partner 1, on initiation of the project. This will be followed up at the first network meeting, and any problems in identifying accountability, reporting or conduct of the work will be discussed in the Executive, in the Steering group, and with partners.

After initiation, partners working together will meet as needed. The general principle will be one of direct communication between partners working together on a section of work, with parallel reporting of progress and problems to the co-ordinator for the region (Latin America/Caribbean, Europe, Africa). 

Durable equipment

PRACTIHC will acquire only a limited amount of durable equipment, all of it computer hardware. We propose to purchase one midrange desktop PC and peripherals for each partner hiring staff, and one for each  other DC partner. 

Computers: 14  @ 2280 ECU each = 31920 ECU

Section C6. Environmental Impact and Ethical Considerations

There are no conceivable environmental impacts of this project. Biosafety does not arise, as these aspects are dealt with in efficacy trials of new interventions, rather than in pragmatic trials. Pragmatic trials only address interventions whose efficacy is already proven, or, if efficacy is unproven, the use of the intervention is already standard in health care systems. 

Pragmatic trials often involve individual human subjects in experimentation. In these studies, standard good practice will be expected and ethical approval sught from local ethics committees. 

The PRACTIHC concerted action does not itself have ethical implications, and so for this activity no consent or clearance is needed. 

Section C7.
Economic development and scientific and technological prospects

Dissemination is a key indicator of success, and is built into the deliverables. The review of experience of pragmatic RCTs will be published in science literature  and via a project website. It will also be presented at conferences of epidemiological, health technology, and Public Health  groups (International Epidemiological Association, as well as its European, African and American affiliates, the Society for Epidemiological Research (USA), the International Society for Health Technology Assessment, the European Public Health Association conference ). We will also arrange meetings with appropriate international organisations to report back on progress during the course of the project. 

Several of the partners have already recruited into their teams senior, middle and clinical decision makers, and all partners will be approaching the policymakers with whom they are currently working in order to link them in this application as well. We believe that this close connection with decision makers will ensure the highest relevance and best chances of widespread use for our outputs. Contact has already been made with WHO (World Health Organisation) Geneva, and the participation in this application as a partner of the WHO unit on Choosing Interventions: Effectiveness, Quality, Costs, Gender and Ethics (EQC) , which is the relevant part of the Global Programme on Evidence for Health Policy (GPE) will help  ensure that our outputs are compatible with and that they join the body of tools and approaches promoted globally to health decision makers by WHO. 

From the partner experiences, the dialogues with policymakers and the reviews of trials and methodological literature,  a number of tools and resources will be assembled. As well as being available in hardcopy and disk, these will also be distributed from the project website. Links between the project website, and related websites will be actively pursued. Examples of related websites include that of the UK National Electronic Library, the World Bank Population Health and Nutrition Site, the SHARED project, the Innovation project of the South African MRC. The project will also be linked to websites associated with partners in the project.  The existence of these tools, resources and monographs will be publicised via appropriate listervers, such as the Evidence Based Medicine listserver. 

Dissemination of the approach to evidence based decision making will occur as a principal output of the training workshops and courses conducted in the project. Dissemination will be promoted by the presence in research collaboration of affected stakeholders. When policymakers and affected groups and individuals take part in research, it is likely that dissemination and implementation are promoted.

Section C8. Ongoing projects, previous and related proposals

In the 4th Framework INCO  funded  the Afroimplement project, led by the Aberdeen partner and co-ordinated in Southern Africa by the MRC, the Tropical Medicine on Trial project, and the Magpie Trial (led by the Oxford applicant on PRACTIHC). These were later linked as the Effectiveness network. Out of this network PRACTIHC was developed. PRACTIHC links 3 of the 5 Southern African Afroimplement partners (MRC in South Africa, Zambia, Zimbabwe, Tanzania) of with 2 of the 5 European partners (Aberdeen and Oslo). Afroimplement aimed to explore the relevance to developing countries of an implementation research model refined in the Biomed 2 concerted action known as Changing Professional Practice. Implementation research test different interventions to change the way professionals practice, in order to increase their adherence to evidence based guidelines. These interventions are tested, mostly by pragmatic randomised controlled trials. Afroimplement (phase 1) and its European sibling have completed their final reports.  Its applicability to developing countries is evidenced by the 12 completed research protocols from the first phase of Afroimplement, including four projects whose research is funded and underway, two of which have completed, and one of which has reported results.  Afroimplement 2 is in its second phase with new teams added to the founding Southern African partners, and the expectation of a further 6 to 10 research projects in the area of implementation research. The MAGPIE trial, a very large multicentre trial is well under way. Also designed as a pragmatic trial, it involves participants from over 20 countries, including many DCs. PRACTIHC also is linked, through four common partners, to REBEQI, an FP5 Shared concerted Action aimed at improving and integrating quality assurance and continuing education activities for health professionals with informatics tools to draw information directly from health care provider computer files. This application also has common partners with the application for the Better Births Initiative (Paul Garner, Liverpool), the objective of which is to evaluate strategies that aim to help providers to improve  the quality of primary obstetric care.  The partner in Mozambique has current EU local funding to undertake an analysis of the strategic planning process in the Mozambican Ministry of Health. 

Appendix 1: Current and planned trials of the partners in this application

We list below a number of  currently active or planned randomised controlled trials being undertaken by the partners of PRACTIHC. This list, which is not complete, contains 73 randomised trials. These, plus the many completed and published RCTs of our partners will form the experience base for work package 1, a review of partner experience in the conduct of RCTs. As these trials progress, the lessons learned will be incorporated into subsequent updates of outputs from work package 1 and 3.

The large majority of these are designed with a pragmatic philosophy: simple, relevant, policy questions, with applicable, affordable interventions. Most are trials whose results will improve allocative efficiency: in other words, they test two approaches to a similar problem, allowing decisionmakers to choose the option for implementation which is most effective or lowest cost- the resources are already in existence and being spent within the health services in which the trial is taking place. 

Cluster-RCTof home-based care for people with AIDS

RCT Amoxycillin vs injectable  penicillin in severe childhood  pneumonia - multicentre study 

Cluster RCT of Lay Health Workers as TB carers on commercial farms

Multicentre international trial of amnio-infusion
Cluster-RCTof improved STD management in primary care  clinics

Magnesium sulphate in the prevention of eclampsia 

Oral calcium supplementation in the prevention of pre-eclampsia

RCT of Gender sensitive interventions to improve the implementation of DOT

Active versus passive management plus Oxytocin  for the management of third stage of labour 

Anhypertensive drugs for the management of pregnancy induced hypertension.

Cluster-RCTof implementation of maternity care guidelines 

RCT of TV distance learning strategy for inservice rural staff training for  HIV/AIDS care

RCT evaluating patient centred approach vs DOTS in the treatment of  TB at clinics.

RCT evaluating a video-based health education strategy to improve STD partner notification. 

RCT evaluating the impact of a novel drug packaging concept on TB treatment delivery.

RCT evaluating the use of prompted records as guidelines in the treatment of hypertension and diabetes in public sector clinics

RCT in public hospitals of the impact of a hospital accreditation programme on quality of care

RCT of multifaceted implementation strategy for new ALHI (Adult Lung Health ) guidelines

RCT of in-service education strategy to improve Staff patient interaction, for drug adherence

RCT of academic outreach strategy to improve quality of care delivery and therefore of asthma health among patients of private sector medical practitioners. 

Randomized, multicentre trial of conventional ventilation versus high-frequency oscillatory ventilation (HFOV) in the early management of respiratory failure in term or near term infants.
RCT of impact on client wellbeing an behaviours of Lay Health Worker (Voluntary Counselling and Testing) VCT for HIV/AIDS

RCT of effects of interventions to provide support for primary care staff on care quality and provider wellbeing.

RCT of alternative strategies for promoting evidence based decision making on TB care among middle and senior level decisionmakers. 

Very large simple international multicentre trial of low cost drug (Reserpine) versus current therapy for hypertension. 

RCT of alternative strategies for implementing WHO IMCI guidelines: district level

RCT of alternative strategies for implementing WHO IMCI guidelines: secondary level

RCT of interventions to promote Diabetes foot care

RCT of implementation strategies for co-trimxazole prophylaxis of adult HIV patients

RCT for the evaluation of a New Antenatal Care Model. 

Community trial (Cluster RCT) of Popular Opinion Leader model in changing behaviour for HIV/AIDS prevention.  

RCT of alternative strategies for delivery: Term Breech Trial. 

RCT of Misoprostol in the Management of Third Stage of Labour. 

Randomised Clinical Trial on a Second Opinion Before a Caesarean Section. 

Magnesium Sulphate for Prevention of Eclampsia. 

Long-Term Follow-Up Of A Randomised Controlled Trial: The Effect Of High Calcium Exposure In Uterus On The Blood Pressure During Late Childhood.

RCT Calcium Supplementation Prevention of Preeclampsia among Low Calcium Intake Women
RCT of alternative methods for promoting wound healing: laser, pulse shortwave therapy, UVR and infrared radiation on open wounds of the hand 

RCT of alternative surgical procedures: Craniotomy versus Burrhole study 

RCT of Chloroquine vs sulphadoxine/pyramethamine for treatment of malaria 

RCT of COL 1492: Testing microbicides in the prevention of STD's and HIV's

Randomised trial of chemotherapy vs placebo for metastatic colorectal cancer

Pneumococcal vaccine trial safety monitoring

RCT of impact of two strategies and their on malaria control: Bednets vs Spraying Trial 

Combination vs single agent malaria treatment

RCT of health effects of community level helminth infection treatment.

RCT of Fixed dose versus tailored dose of anticoagulants

RCT of alternative strategies for population Cervical Screening.

RCT of impact of Laduma Photo-Comic on adolexcent sexual behaviours 

RCT of impact of public health Nutrition Intervention

RCT of alternative anaesthetic premedication procedures for scheduled surgery

Protocol development for a cluster randomized controlled  trial of “Stepping Stones”, an intervention to promote adolescent behavioural change with respect to risk behaviours.

Long term outcomes of m.vaccae immunisation: effect of co infection with TB and HIV

Randomised trial comparing  navel titrated misoprostol for term induction of labour with

Foley’s catheter and vaginal dinoprostone

The impact of a 9 - valent conjugate vaccine on pneumococcal carriage in Children

Labour support:a randomised controlled trial of implementation

RCT of diagnostic techniques for genital ulcer disease: loop vs swab

RCT of tailored interventions to improve the use of active sick leave for low back pain

RCT of follow-up and problem solving therapy to reduce sick leave and long term disability for mental health and musculoskeletal problems

RCT of tailored interventions to improve the management of sore throat and urinary tract infection in primary care

RCT of tailored interventions to improve prescribing for hypertension and hypercholesterolemia

RCT of N of 1 trials versus expert judgement for prescribing 

RCT of an information service for local public health officers

RCT of training and Internet-based support to improve the informative value of health journalism

RCT of alternative ways of presenting evidence

RCT of an Internet-based health information service for the general public

Surgical interventions for vaginal fistuale and postpartum incontinence: RCT to establish cost and effects of  type of approach (abdominal or vaginal); timing (immediate or delayed) and the materials used.

RCT of  steroids for acute head injury.

RC trials related to hypertension during pregnancy.

Collaborative Cluster Randomised controlled Trial on Second Opinion before caesarean section to reduce Caesarean Section rate.

Cluster randomised trial at hospital level in latin america of behavioural interventions to increase the use of three evidence-based birth practices (selective use of episiotomies, active management of the third stage of labour and continuous support of women during labour and delivery) by birth attendants 
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INCO Evaluation Coordinator
	Partner number
	Partner short name
	Role
	Person months
	Personnel costs
	Travel and Subsistence
	Durables: Computing equipment
	Consumables Document retrieval, website costs
	Overhead charge
	Total Cost
	Requested from INCO

	1
	HSRMRC
	CO
	24
	136800
	44992
	2280
	25840
	41982
	251894
	251894

	2
	HSRUAB
	CR
	17
	68400
	33592
	2280
	7700
	22394
	134366
	134366

	3
	RCRTOX
	CR
	28
	68400
	36784
	2280
	37240
	28941
	173366
	173366

	4
	COMOFSZA
	CR
	17
	68400
	44992
	2280
	7700
	22394
	145766
	145766

	5
	CREPAR
	CR
	27
	91200
	37696
	2280
	41040
	34443
	206659
	206659

	6
	CLAPUR
	CR
	14
	0
	37088
	2280
	4560
	8786
	52714
	52714

	7
	COMOZ
	CR
	7
	0
	41648
	2280
	4560
	9698
	58186
	58186

	8
	MUHMEDTANZ
	CR
	7
	0
	42560
	2280
	4560
	9880
	59280
	59280

	9
	COMZIM
	CR
	7
	0
	42560
	2280
	4560
	9880
	59280
	59280

	10
	ISZMGER
	CR
	5
	0
	33592
	0
	4560
	7630
	45782
	45782

	11
	NIPHNOR
	CR
	16
	45600
	33592
	2280
	4560
	17206
	103238
	103238

	12
	TMRJAM
	CR
	10
	0
	30248
	2280
	4560
	7418
	44500
	44500

	13
	NSPHSWE
	CR
	5
	0
	33592
	0
	4560
	7630
	45782
	45782

	14
	AMERARCUB
	CR
	10
	0
	38912
	2280
	4560
	9150
	54902
	54902

	15
	CLINEPCOL
	CR
	8
	0
	37088
	2280
	4560
	8786
	52714
	52714

	16
	WHOGPEEQC
	CR
	4
	0
	0
	0
	0
	0
	0
	0

	Total
	
	
	206
	478800
	568936
	29640
	165120
	246218
	1488714
	1488714


� All decisions are choices between alternatives- when the alternative is not stated it is doing nothing or doing the same as at present. In this proposal, we refer to choices in many areas, and argue that the proposal offers tools to inform decisions between alternatives for health care delivery systems, health policies, public health and clinical interventions. By these phrases we refer to any health systems decision, at any level of simplicity or complexity, taken by a senior, middle or clinical decisionmaker. Examples include decisions on a new national health promotion programme, a new lay health worker programme, changing specialist referral criteria in a district, substitution of self for nurse supervised therapy for tuberculosis in a vertical service, and the choice between two drugs for eclampsia and hypertension in pregnancy in a single hospital ward.


� Pragmatic RCT’s are reliable evaluations of health care effectiveness carried out under real world conditions. Although there is a recent upsurge of interest in pragmatic trials, led, amongst others by partners in this proposal, the best descriptions of these trials are 20 years old.  (Schwartz, D., Lelouch, J. Explanatory and pragmatic attitudes in therapeutic trials. Journal of Chronic Disease 1967; 20: 637-648). Classic explanatory randomised trials (efficacy trials) test the effects, under idealised and tightly controlled conditions, of  precisely characterised and specified treatments, on narrowly defined groups of individual patients. The effects may be assessed by the impact on physiological or chemical parameters, and the purpose is mainly to advance biomedical knowledge. Pragmatic trials, by contrast are concerned with assessing the effects of interventions as they are usually used, in typical settings, and on typical users. The units studied may be hospital wards, clinics, health districts or other groups, as well as individual patients, practitioners or community members. Effectiveness of the intervention is usually assessed by impact on simple outcomes of importance to users of the intervention- such as death, major disability, user satisfaction, cost and quality of care, and quality of life. Pragmatic trials are more interesting to  policymakers than efficacy trials. Pragmatic trials are attuned to the same criteria of effectiveness as those used by policymakers – namely user perceptions, important and  visible outcomes, usual health service planning entities, and typical service limitations. Pragmatic trials take into account the varied ways that interventions are implemented in the real world.
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