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1. INTRODUCTION 

On 8 May 2006, a training workshop on implementation of patient safety plans of action 
was convened at the WHO Regional Office for the Eastern Mediterranean in Cairo. The 
workshop represented the continuation of a previous workshop held at the same location in 
December 2005. The main objectives of the training workshop were to: 

• review progress in implementing agreed upon plans of action in Egypt, Jordan, Kuwait, 
Morocco, Sudan, Tunisia and Yemen; 

• guide country teams on improving their assessment techniques of adverse events and 
finalize the findings of the patient safety assessment; 

• train participants in more advanced techniques in patient safety assessment; 
• develop new plans of action for root cause analysis and improvement in patient safety; 

and 
• agree on mechanisms of follow-up and technical support by consultants and WHO. 

The meeting was inaugurated by Dr Mohamed A. Jama, Deputy Regional Director, 
WHO/EMRO, on behalf of Dr Hussein A. Gezairy, WHO Regional Director for the Eastern 
Mediterranean. In his message, Dr Gezairy addressed the problem of assessment of patient 
harm inflicted by health care delivery systems, noting that such harm was of potentially 
immense magnitude and remained largely uninvestigated and poorly documented. 

He referred to the first training workshop on patient safety, which had fulfilled two 
components of the regional patient safety strategy: assessing the magnitude of the problem 
and understanding causes of error. In addition, the Regional Office was developing an 
accountability framework to develop and test methods of preventing adverse events and was 
helping to organize operational patient safety programmes. He noted that the second 
workshop was coming at the right time as an operational arm of efforts to address patient 
safety in the Region. The seriousness and enthusiasm with which the workshop was being 
approached was a strongly positive indication of potential success in implementing previously 
agreed upon plans of action. That the Eastern Mediterranean Region was keeping up with the 
global momentum was additionally recognized as an encouraging factor. Along with the 
available skills and expertise of the trainers, these factors drew the broad lines for a successful 
inter-regional collaboration as part of the overall resolution to implement patient safety and 
avoid patient harm. 

Dr Ahmed Abdellatif, Regional Adviser, Health Care Delivery, WHO/EMRO provided a 
brief introduction to the workshop and reviewed the objectives and workshop methodology. 
He explained that during the workshop the participants would assess absorption and 
application of research tools provided by training experts, rigorously apply previously taught 
concepts to country projects, and address specific needs of, and hindrances faced by, 
participating countries. Dr Riham Saher (Egypt) was appointed as Rapporteur. The workshop 
programme and list of participants are attached as Annexes 1 and 2, respectively. A summary 
of the proceedings of the first workshop is attached in Annex 3. National plans of action 
developed by each country in the first training workshop are attached as Annex 4. Review 
forms are attached as Annex 5. 
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2. THE WORLD ALLIANCE FOR PATIENT SAFETY 

The World Alliance for Patient Safety was launched in October 2004 in Washington DC 
in response to a 2002 Health Assembly resolution (WHA55.18) urging WHO and Member 
States to pay the closest possible attention to patient safety. This worldwide endeavour 
brought together the heads of agencies, health policy-makers, WHO and patient groups to 
advance the fundamental goal of “First do no harm” and reduce the potential unwarranted 
harm inflicted on patients. The fundamental purpose of the World Alliance for Patient Safety 
is to facilitate the development of a patient safety policy and practice through the fulfilment of 
a number of core functions and other short term initiatives. Several intellectual and policy 
documents pertaining to patient safety have been published, including “To Err is Human” and 
“An Organization with Memory”. Such documents are descriptive of the problems and 
provide approaches for solutions, outlining a framework for thinking about patient safety. 

Several action areas are implemented by the World Alliance, including the “Patient for 
Patient Safety” designed to ensure that the perspective of the patients and their families is a 
central reference point in shaping the focus of the work. A second perspective, that of the 
health care workers, is supported by the work of Albert Wu in the United States. In addition, 
WHO has issued guidelines on hand hygiene in health care (which will be published in its 
final format in 2007). Such guidelines represent a consensus of international experts and up-
to-date technology information on hand hygiene within the health care context. 

The World Alliance for Patient Safety has given priority to the development of a 
taxonomy for patient safety and adverse event reporting, which aims to define, harmonize and 
group patient safety concepts into an internationally agreed upon classification. Other priority 
actions of the World Alliance include addressing health care-associated infections worldwide 
through a campaign entitled: “Clean care is safer care”, identifying and disseminating “best 
practices for improving patient safety” and developing a reporting system for medical errors 
and “near misses” to facilitate the analysis of root causes of errors. The development of 
baseline studies pertaining to patient safety and adverse event measurement in developing 
countries is also of high priority to The World Alliance for Patient Safety. 

WHO has drafted guidelines for adverse event reporting and learning systems. A set of 
these document have been generated through the World Alliance for Patient Safety under the 
guidance of Dr Lucian Leape. These documents represent an attempt to work out where the 
reporting system lives and what should be done in the field of patient safety, highlighting the 
current state of knowledge that needs to be tested. 

There are multiple ways to learn from adverse events to drive change and prevent harm 
including the following. 

Analysis of single incidents, in which root cause analysis is applied. 
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Analysis of pooled incident data, in which an aggregation of incidents is studied. 
Currently, the tools available to perform this form of analysis are primitive.1 

Data mining techniques, which hold promise but have delivered little as yet; these 
apply to countries which accumulate computerized information and communicate. 

Proactive hazard analysis 

Analysis of near miss data, which is important, but should not occur at the cost of real 
harm. 

Generally, the techniques are early and untested. It is crucial that we learn from these 
techniques and improve them to become part of the world community involved in enhancing 
the measurement of patient safety and avoiding patient harm. 

Finally, it will be important to learn from other industries which have succeeded in 
improving their quality e.g. aviation. Complexity has been added to the health care system, 
which may have precluded improvements. The World Alliance for Patient Safety is a platform 
to bring countries, organizations and individuals together with the purpose of promoting the 
health care system and avoiding preventable harm. 

3. REVISITING THE FIRST TRAINING WORKSHOP: IMPLEMENTATION OF 
PLANNED ACTIONS 

3.1 Introduction 

The proceedings, purpose and outcomes of the first training workshop (Cairo, 2005) 
were briefly touched upon by Dr Ross Wilson. An overview of the aims, agenda and expected 
outcomes of the current workshop were similarly outlined, in an attempt to pick up from 
where the project was left. On doing so, Dr Wilson delivered a robust and motivational start to 
the meeting, gathering all participants around the central goal of assessment of the magnitude 
of patient harm in the Region and developing the keystones of a framework that organizes a 
patient safety programme. 

There are 192 Member States of WHO, the majority of which are signed up in the 
World Alliance for Patient Safety. However, very few of these countries have shown data 
related to assessment of patient harm induced by the health care system. It is particularly 
significant that most data have been provided by developed countries, while developing 
countries are lagging behind. The work adopted by the patient safety workshops (Cairo, 
December 2005 and May 2006) is thus groundbreaking and is expected to have profound 
impact on the regional and international health care systems. 

                                                 

1 Kohn LT, Corrigan JM, Donaldson MS, eds. To Err is Human: Building a safer health system. Washington DC, 
Institute of Medicine, National Academy Press, 1999. 
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The notion that “preventable patient harm is completely unacceptable” is a fundamental 
concept. The magnitude of the problem may be underestimated by patients, health care 
providers and policy-makers. This is particularly true for events that are highlighted in mass 
media, e.g. newspapers (Weingart SN et al., 2000). Such events usually reflect rare (although 
probably catastrophic) events. More common events that culminate in patient harm, however, 
remain poorly represented and should be the focus of attention by researchers. The levels of 
harm inflicted upon patients are consistently higher than expected. Indeed, “the more one 
measures, the more one finds”. Measurement is thus key to an effective response. While 
validated tools for measurement are available, putting such tools into practice and 
enhancement of their efficiency is of utmost importance particularly where medical resources 
are inadequate. 

3.2 The focus and objectives of the second training workshop 

The focus of the training workshop is to use available measurement tools to understand 
the size and nature of patient harm in developing countries. To assist in comprehension and 
application of such tools, an expert group supported by the World Alliance for Patient Safety, 
have dedicated their expertise. The main objectives of the workshop are to: 

• complete the training process initialized in the first workshop (see the summary report 
in Annex 3) 

• raise the level of confidence by trainees in the application of the research tools in a 
robust manner 

• discuss the local use of generated data to drive change. 

Key achievements 

The key achievements of 2005 include the successful engagement of countries from 
each WHO region in the proposed project on patient safety and assessing patient harm. This 
included Benin, China, Costa Rica, Egypt, Estonia, Kenya, Malaysia, Myanmar, Peru, Poland, 
South Africa, Thailand and Tunisia. The first meeting on the global research programme for 
patient safety (Washington 2005) was another successful milestone that specifically addressed 
the management of a global research programme. The first training workshop marked the 
commencement of the implementation of patient safety measurement in 9 countries, 
comprising countries of the African and Eastern Mediterranean Regions. The participating 
countries included Egypt, Jordan, Kenya, Kuwait, Morocco, South Africa, Sudan, Tunisia and 
Yemen. Finally, the World Alliance Research Council was set up in Washington in April 2006 
to oversee the research agenda through a live process, fed by constant input and analysis. 

Patient safety represents one of the domains of quality, which include appropriateness, 
efficiency, effectiveness, acceptability and accessibility. While the input in the patient safety 
domain may be different from that in other domains, they all are intertwined and lead to each 
other and are thus inseparable. Patient safety should be regarded from the patient’s 
perspective, which underscores the importance of creating a “patient-driven” system. While 
the latter represents a complex system encompassing several circles, such as patients, 
clinicians, medical teams, organizations, financial and political governance environs, it should 
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be noted that achievement of success is only possible when work involves all circles 
inclusively. 

3.3 Overview of some studies 

Several studies have been conducted addressing the issue of patient safety measurement. 
The following is a brief overview of some presented by Dr Wilson and is not intended as an 
exhaustive in-depth analysis of such articles. 

An observational study (Andrew LB, Lancet, 1997, 349:309) was performed on a 
tertiary referral office in 1997. The uniqueness of the study derives from the fact that the 
researchers obtained permission to act as physicians, allowing active involvement and 
accurate perception of on-going events and hence assessment of desired measurements. 
Studies involving this technique are actively adopted by Charles Vincent (among other 
researchers) who is dynamically attempting to combine available techniques and place them 
where they can be rigorously tested. 

Another study performed in the United Kingdom in 2005 (Shaw R et al, Quality and 
safety in health care, 2005, 14(4):279–83) analysed approximately 30 000 reports. The study 
demonstrated that reporting systems may not necessarily be accurately reflective of medical 
record reviewing. For example, the latter study demonstrated that over 40% of reported 
adverse events (AE) were slips, trips and falls, which are underestimated in the record 
documentation. This study highlighted that reporting and investigational systems go hand-in-
hand to provide an accurate perception of AE occurrence. 

An Australian study performed in 1995 (Wilson R et al, Medical journal of Australia, 
1995, 163(9):458–71) showed that the majority (~40%) of AE were detected in association 
with operations, rather than, for example, in the area of slips, trips and falls (1.7%). The 
findings of the latter study explicitly demonstrated that the data will determine the aspects of 
patient safety that require attention. Furthermore, the study highlighted that simple basic 
fundamental medical issues (such as surgery-related AE) are superior to isolated events in 
order of priority and warrant attention. 

Sources of data 

Data indicative of patient harm may be derived from various sources: 

• Large data sets, which are not always available 
• Reporting systems: including complaints, sentinel reports, litigation proceedings. 
• Retrospective record review, which is currently the only validated tool. Although not 

sophisticated, it represents the best available and most rigorously tested tool. 
• Observation/interview, which is important but underdeveloped. 
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Elements for improving patient safety through developing health services 

An effective governance system, demonstrating explicit transparency, is an essential 
prerequisite for the improvement of health services. Indeed, such improvement is contingent 
upon the existence of a governance system that recognizes responsibility and accountability in 
health care delivery. Similarly, efficient and effective leadership is an indispensable tool in the 
process of improving health care delivery. 

Another important component is measurement, which is critical in providing feedback 
to health care providers. Peer competition is likely to fuel a driving force towards health 
service improvement. Thus measurement of the quality of health services is a good indicator 
of achievement, progress and areas of weakness that need to be worked on. 

Cultural issues need to be seriously considered and addressed before a change can be 
made. Ignoring culture is as painful as lacking efficient leadership. Change is driven by 
people who are profoundly affected by culture. 

Conclusion 

There are several hierarchical levels in the path to provision of quality health care: 
obtaining and analysing research findings, impact on policies, impact on clinical practice and 
impact on health care outcomes respectively. We are currently at the first level. The 
measurement of patient harm and assessment of the magnitude and nature of the problem 
along with representation of such data in a scientifically accurate research format, will 
therefore be critical before change is induced. 

4. COUNTRY PRESENTATIONS 

4.1 Overview 

A delegate from each of the countries presented a summarized progress report in the 
form of a presentation on a template provided by the training team prior to the meeting. The 
template includes a tabulated description of proposed components of the action plan and an 
indication of the current status of the team on each item. The conclusion of the presentation 
provided a description of the major challenges faced by the team and specific needs that 
require attention during the workshop. The main objective of this exercise was to share the 
experiences of the different participating groups, get an overall feel on the progress of the 
project and, importantly, highlight the challenges faced by each country. Unveiling the 
obstacles and exposing the needs of each country was important to guide the training team 
members towards a targeted training approach, specifically directing attention to individual 
country needs while covering the overall components of the training agenda. 

In general, a high level of enthusiasm, commitment and progress were perceived. Dr 
Ross Wilson and Ms Sisse Bjorn Olsen acknowledged and identified a great level of 
leadership engagement and support, thus reflecting a wide-scale appreciation of the 
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fundamental concept of patient safety. While slightly different approaches were undertaken by 
different countries, all participants demonstrated competence in active planning, 
dissemination of awareness and in steering their project towards a successful start. Specific 
needs and hindrances were underscored, briefly discussed and flagged for further discussion 
in subsequent training sessions. Emphasis was placed on comprehension, validation and 
practical application of the project tools (review form 1, RF1 and review form 2, RF2) 
provided by the training team. 

While each team tackled the initiation of their project from a slightly different angle that 
was appropriately consistent with their culture and national system, all teams abided by the 
rules and guidelines set by the training team during the first workshop held in Cairo 
(December, 2005). Absorption of previously taught approaches was clearly demonstrated. 
There seemed to be a consensus that incompleteness of many patient records as well as 
financial restraints represented the major hurdles. 

Each presentation was finalized with an overview by Dr Wilson of the progress made 
and challenges met with, along with emphasis on the specific needs that would be addressed 
in subsequent training sessions. Overall, countries seemed to be well-positioned to provide 
data from selected hospitals when funds are made available. 

4.2 Egypt 

The Egyptian team is in the initial phases of action plan implementation. Since the last 
workshop in December, the project team held several meetings with the purpose of 
formulating their proposal and initializing project action plans. After obtaining the approval 
and support of the Ministry of Health and Population, actively involving stakeholders and 
selecting participating hospitals (3 hospitals: 1 teaching, 1 governmental and 1 private), the 
project team embarked on approaching hospital directors. Hospital officials were made aware 
of the purpose of the project and familiarized with the broad lines of the action plan. The role 
of the hospital directors and associated staff was clearly explained and a formal invitation, 
signed by the first undersecretary, was submitted. This process was performed on a one-to-one 
basis as this approach was more convenient than the originally-proposed awareness workshop 
because it accommodated conflicting time schedules. Overall, there was widespread support 
by local leadership and stakeholders in Egypt. 

The Egyptian team then considered and initiated reviewer recruitment, choosing 2 
senior nurses and 2 senior clinicians for that purpose. The reviewer training sessions, 
however, were not performed. The team then decided to embark on a small field study during 
which practical application of provided tools was put into action. The major challenges 
potentially facing the Egyptian team are financial restraints and record incompleteness. Some 
more targeted training was suggested. Otherwise, the team showed immense enthusiasm and 
optimism in reaching the targeted goal of obtaining data before the end of December 2006. 
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4.3 Jordan 

The Jordanian group commenced action in the proposed project. The team engaged 
local leadership and stakeholders, including the Minister of Health, and the Quality 
Directorate. Other stakeholders identified and actively engaged include the Secretary General, 
the Assistant Secretary General for hospitals, the Nursing Director, the Director of Public 
Relations, as well as the Director of the hospital selected for the pilot study. There has been a 
clear rise in the level of awareness of patient safety in the Jordanian media, which seem to be 
actively following up on the development and progress of the project. The team additionally 
commenced on the process of reviewer recruitment, selecting 4 nurses and 4 physicians and 
performed active training during a workshop that included orientation, classroom teaching 
and field visits along with exercises and case discussion. Six hospitals in the middle region of 
Jordan have been chosen for the study and 500 records will be pulled out for each hospital. 

The major challenges met by the Jordanian team include financial restraints, record 
inadequacy, existence of a poor record-keeping system and recruitment of highly qualified 
personnel. In addition, the team expressed the need for further training, particularly pertaining 
to the various elements of the provided review forms, as well as the requirement for 
recruitment of an information technology (IT) specialist. An additional challenge facing the 
team in Jordan is the lack of administrative personnel. 

The team seems to be otherwise confident of meeting the goal of completion of the 
project by December 2006. 

4.4 Kenya 

Although the Kenyan team was able to engage local leadership, including the Director 
of Medical Services and several CEOs, and raise awareness of the proposed project, however, 
team members have not been able to engage physicians yet. Potential funding sources have 
been identified. In addition, project personnel have been identified. There seemed to be some 
uncertainty regarding recruitment of highly specialized senior personnel. This was particularly 
true considering the uncertainty around funding and hence financial compensation for 
proposed reviewer time commitment. The Kenyan group thus implied that less senior 
specialists may be resorted to. Participating hospitals (two major hospitals) have been selected 
by team members. The project team, however, did not embark on pilot testing, record 
sampling or data collection. 

The major obstacles that meet the team in Kenya are the lack of funding and specialist 
recruitment. The most outstanding need for the group, only second to funding, is the 
modification of research tools to accommodate the HIV/AIDS population. The team is 
optimistic about completion of the proposed project plans before the end of 2006 if funding 
will be made available. 
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4.5 Morocco 

The Moroccan team is in the phase of active planning. Worthy of note, the French 
version of the tool, on which the team is strongly dependent, was only made available a week 
prior to the workshop. As a result, significant delays were experienced in adherence to the 
initially proposed time frame. Nonetheless, the team already engaged local leadership and 
stakeholders, including the Ministry of Health, universities, hospital managers, phamaco-
vigilance centre and professional associations. The team identified and engaged several 
stakeholders and institutions including, the Hospital Managers Association, the Directorate of 
Hospitals at the Ministry of Health, the National Commitee of Nosocomial Infection control, 
University quality managers, Heads of intensive care departments of 2 universities and the 
Department of Epidemiology at a university. A steering committee has been established (Head 
of Hospital Directorate at the Ministry of Health, Dean of 1 medical university, 2 top 
managers of universities hospitals). In addition, a technical committee (1 manager Ministry of 
Health, 1 statistician, 2 professors from 2 universities and 2 from the Ministry of Health) has 
been created. 

Some funds have been received, setting the steps for the initiation of the action plan. 6 
hospitals (2 university, 1 regional, 2 provincial and 1 private) have been chosen for the study. 
Although reviewers and hospitals have been selected, however, no pilot study or active 
training has been put into action thus far. 

The major challenges that face the team include the poor quality of hospital records, 
financial support and active training of personnel. The team therefore, does not expect to 
complete the proposed project and obtain final results before December, 2006. The team, 
however, seems to be on the right track towards adoption and implementation of the action 
plan, particularly considering the much needed additional training provided by the current 
workshop. 

4.6 South Africa 

Although the South African team did not receive the tools for implementation of the 
action plan proposed in the first workshop, significant progress was made in the engagement 
of local leadership and stakeholders and the establishment of governance structure. The team 
successfully engaged the National Department of Health quality assurance directorate, 
provincial hospital directorates and the South African Medical Research Council. In fact, a 
programme on injection safety, stemming from the interest in patient safety as a whole, was 
launched in South Africa following the first workshop. With regard to obtaining ethics 
approval, the South African team is awaiting initial direction from WHO so that a research 
protocol can be developed and submitted to the Medical Research Council and provincial 
research ethical committees. 

Project management and training in AE detection have started, but the actual process of 
selection of hospitals has not commenced. Recruitment of project personnel is in process. The 
Council of Health Service Accreditation of South Africa (COHSASA) has developed a 
research and development unit that will supply field staff. 



WHO-EM/HCD/066/E 
Page 10 

 

The major challenges facing the team include financial restraints, incompleteness of 
records and the presence of more than one record for the same patient in a single hospital. The 
team proposed to set a goal of completion of the proposed action plan in two hospitals by the 
end of December 2005. 

4.7 Sudan 

The Sudanese team engaged local leadership and stakeholders, setting up 3 separate 
meetings that involved stakeholders. The meetings yielded a high level of support and 
commitment by the Federal Minister of Health and the Undersecretary. The steering 
committee was formed by a ministerial decree (headed by the Undersecretary). The technical 
committee was also formed. 

The team actively engaged in a 3-day workshop to raise awareness, obtain support and 
recruit promising reviewers. In addition, the workshop provided an opportunity for testing the 
provided tools and providing initial training on their use. 8 specialist physicians and 7 nurses 
were recruited to the team. Simultaneously, some financial support was promised through the 
Ministry of Finance and the WHO, although not delivered. Actions were commenced in 
obtaining ethical clearance. In addition, 5 hospitals were selected (3 general and 2 specialty 
hospitals), orientation of selected hospital directors and staff commenced, but data collection 
was not started. 

The major obstacles that meet the Sudanese team include deficient funding, 
incompleteness of medical records, relative novelty of the problem addressed by the project 
and the requirement for further training on the use of the tools. The team was otherwise 
confident that their project would be nearing completion by the end of 2006. 

4.8 Tunisia 

The Tunisian team did not present their progress report. The team members were 
newcomers to the group, hence unfamiliar with the project. Furthermore, the delay in 
receiving the French tool impacted on the team as was the case for the Moroccan team. 

Nonetheless, the Tunisian team actively engaged in the training provided by the current 
workshop, addressed many issues related to application of the project plans of action in 
Tunisia and displayed immense enthusiasm for the outcome of the proposed project. In 
addition, the team expressed confidence in implementation of the project and members were 
very optimistic that they will be able to execute the plan in Tunisia with high likelihood of 
obtaining results by the proposed tentative date of December, 2006. 

4.9 Yemen 

In Yemen, the project team successfully obtained an agreement from local leadership 
and stakeholders to initiate the projected action plan. The team obtained the approval of the 
Deputy Minister and engaged the Chairperson of Patient Safety Committee encouraging him 
to work closely with the project team. The project management structure will include the 
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Patient Safety Committee, medical services, hospital directors and members of the 
Information and Statistics department. 

In addition, a provisional ethics approval was obtained. Potential recruits and 
participating hospitals (5 hospitals in 3 governorates) were selected. However, training was 
not performed and sampling was not initiated. A pilot study was performed by the team and 
uncovered a huge defect in medical records acquisition and analysis. Not only were the 
records incomplete and devoid of clarity, but were sometimes ambiguous and subject to 
misinterpretation due to the use of different recording languages (e.g. Russian). The latter 
therefore, along with the lack of a standardized record-keeping system are the major obstacles 
facing the Yemeni team. In addition, lack of funding, the need for personnel recruitment and 
increasing local awareness of patient safety are additional factors that would need to be 
addressed before the project team could complete the proposed action plan. 

Otherwise, the team could not foresee any major challenges that would preclude the 
implementation of the project by the end of 2006. 

5. TRAINING ON THE TOOLS 

The third day of the second workshop on implementation of patient safety plan of action 
was dedicated to training on the use of the research tools (review form1 “RF1” and review 
form 2 “RF2”) (Annex 5), and discussion of pitfalls associated with their use. Project teams 
were divided into groups and given case summaries for discussion, analysis and review. Case 
reviews were then discussed individually as well as collectively and key learning points were 
highlighted by each of the trainers in a discussion forum set up on the fourth day of the 
meeting. 

Choice of adverse event  

The choice of the adverse event (AE) is an arbitrary process based on finding the most 
important aspect of patient safety. While more than one adverse event may be detected during 
examination of a single record, it is important to choose the event that is: 

• Most relevant 
• Most acute 
• Has the most severe outcome 
• Has the highest degree of preventability. 

The knowledge of other adverse events may be captured through the narrative summary 
so that the information is not lost or incomplete. If several adverse events are detected and 
form a chain, it is usually the first event that initiated the chain, and that is therefore the most 
relevant. 
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Timing of the adverse event 

The Index Admission (IA) is the admission that leads to a particular record being 
sampled for the study. It is the one selected by a randomized process from the hospital list. 
The date for this admission needs to be known to determine if the event that led to the harm 
occurred before or after that date. An event will be counted as an AE if it led to an index 
admission within 12 months of occurrence. For example, if an AE occurred 6 months before, 
and led to, an index admission it should be included in the study. In the section on RF2 where 
the timing of the disability is to be determined (Section D; Q. #17) the timing of the AE in 
relation to the IA (in this case, before the IA) should be highlighted. 

Classification of an adverse event 

In section C of RF2 the reviewer is required to classify the AE. It is important that this 
classification should be pertinent to the occurrence itself rather than to the care that led to the 
event. For example, a patient with a fracture who has developed wound infection following 
surgery would fit into the C2 category (operative AE) rather than C3 (fractures). 

Missing data 

Identification of an adverse event is a fact and needs to be clearly documented in the 
sampled record. It is therefore crucial that all available elements in a record are appropriately 
harvested. A second opinion may be sought in case of doubt. However, as tempting as it may 
be to fill in the gaps created by missing pieces of data, postulation should be strictly avoided. 
Judgment of preventability should be based on available data. Information that is inferred or 
that could not be deduced should be clearly stated in the narrative part of the review. 

Lead-up questions 

The lead-up questions described in the section of RF2 that precedes the sections on 
contributory factors and preventability are designed to enhance the thinking process to help 
the reviewer deliberate on preventability. They are not final questions on their own. 
Answering these questions does not necessitate a high degree of precision. 

N.B. Question 20 addresses consensus about diagnosis or therapy regarding the disease 
or occurrence referred to in the case study in general, rather than the particular case studied in 
the index admission. 

Reference to the expert panel 

The expert panel should be asked the questions that would make material differences to 
the causation and/or the preventability. It is anticipated that reference to the expert panel will 
be minimal (in < 5% of cases studied). 
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Injury versus disability 

The term ‘disability’ refers to the out come of an injury. 

6. IMPLEMENTATION OF A REGIONAL PLAN OF ACTION FOR ASSESSMENT 
OF PATIENT SAFETY 

6.1 Overview 

During the first training workshop, an action plan was developed in accordance with the 
guidelines set by international studies. The plan was formulated to include key elements 
required for management, adoption and implementation of a research project aimed at 
assessment of patient safety. 

Key components in the plan included: 

• Engagement of leadership 
• Establishment of governance structure 
• Identification and engagement of stakeholders 
• Securing funding resources 
• Ethical consideration 
• Project management and personnel structure 
• Reviewer recruitment 
• Training of potential recruits 
• Hospital selection and engagement 
• Case sampling and record acquisition 
• Pilot testing 
• Data collection and analysis 
• Reporting and release of results. 

The action plan was tailored to accommodate the needs of individual countries and was 
tabulated to form a template for a tentative plan of action that was filled by each country and 
presented during the final sessions of the first workshop (see Annex 4). 

During individual country presentations, several issues were raised that warranted a 
discussion forum, led by Dr Wilson, in an attempt to address some outstanding questions and 
provide guidance in working around problems and system defects. On doing so, several 
components of the research project were highlighted for discussion. 

6.2 Sampling 

There are 2 issues in the sampling component: a) hospital sampling and b) sampling of 
records within a hospital. 
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a) Hospital sampling: It is important to note that it is not possible to obtain a hospital 
sample that reflects the problem at a national level. The main objective of the project is to 
measure the frequency and nature of patient harm in some hospitals in a country, rather than 
to measure the prevalence of adverse events in a country. The project is likely to capture a 
picture that reflects some aspects of health care and provide feedback for the use of the 
research tools in different worlds. In selection of hospitals for performance of the study, it 
may be useful to adhere to as many of the following criteria as possible: 

Criteria for hospital selection 

• Hospitals that show the willingness to work with you 
• Hospitals that are geographically convenient to the research team 
• Hospitals that have medical records and sufficient activity: usually medium/large-size 

hospitals 
• As many hospitals as can be logistically managed by the research team, with a 

minimum of 2. 
• Highly regarded hospitals that possibly reflect the best care in the country 
• “Nested” hospitals (hospitals that are divided into smaller, probably independent, 

specialized hospitals) are preferably avoided. Further discussion of such hospitals will 
follow. 

b) Record sampling: There has been an international consensus to sample approximately 
500 records per hospital. Oversampling will probably be required, particularly since the 
quality of the records is not known. A master list, containing a complete list of all patients 
admitted to all departments of the hospital within a certain time period will be crucial for 
random sampling. Thus, every tenth patient record, for example, can be retrieved for 
examination using this list. Random sampling should be strictly adhered to. The result of this 
process should be 500 complete sets of records. All sampled records should be accounted for 
and no record could be rejected by an arbitrary process without accountability. It is to be 
noted that selection by department may be problematic and needs to be corrected for relative 
length of stay. Selection by department should therefore be avoided where possible to avoid 
skewed results. 

6.3 Measuring reliability and validity of reviewing 

Duplicate reviewing, for both the nurse and the medical reviews (RF1 and RF2 
respectively) will be essential to ensure reliability of data. For review form 1 (RF1), nurse 
screeners will be required to duplicate review 10% of sampled records. At least 80% 
agreement between primary and duplicate reviews will be required. The process will be 
overseen by the site manager. Hence, a nurse reviewing a record will not know whether she is 
performing a primary or duplicate review. The direction of a record will be determined by the 
first review, that is, if a record is scored positive for criteria on RF1 by the first reviewer, but 
negative by the duplicate reviewer, it will be considered positive and will pass through the 
medical review phase (RF2). 
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6.4 Missing records 

The following rules should be applied when dealing with missing records: 

• Every effort should be made to locate missing files, thus underscoring the importance of 
communication with the medical records department. 

• All missing records should be accounted for in the report. Such records can be 
statistically corrected if over 5%. (If the number of missing records is less than 5% of 
sampled records, it does not alter the results significantly.) 

• The gaps will need to be filled by oversampling. 

6.5 Incomplete records 

Incomplete records do not invalidate the methodology. Reviewers should proceed with 
each record as far as possible, digging out documented information and using it as efficiently 
as possible. It should be noted, however, that the review forms should be factual and only 
documented information needs to be stated. If any information is inferred, this needs to be 
clearly stated. 

6.6 Record review 

6.6.1 Selection of reviewers 

The following criteria should be strongly considered during selection and recruitment of 
project reviewers: 

• Ideally, reviewers will have expertise and clinical experience (thus will probably be 
senior). 

• Generalists are usually required, e.g. internist, general surgeon, anesthesiologist. 
• A reviewer should show interest in patient safety. 
• A reviewer should be willing to give the time commitment to work on the project. 

A reviewer should be able to review records with accuracy and competence. Not all 
good doctors are good reviewers. A project team will therefore need to devise a strategy to 
determine who would have biases that could not be overcome (and who would thus not be 
suitable as a reviewer). A reviewer audition, in which potential reviewers are tested and 
evaluated, may be a good idea. Reviewers who are key elements due to clinical expertise, but 
who prove not to be ‘natural’ reviewers may be invited on the expert panel to ensure their 
involvement in the project. 

6.6.2 Reviewer training 

Adequate reviewer training has been shown to directly correlate with reliability and 
validity of the data, hence with the success of the project as a whole. Reviewers need to be 
informed of the purpose of the study, the construction of the project, their role in the study, the 
outcome of the study for them and their country. It should be emphasized during the training 
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that rigor and abidance by the set rules are extremely important. Potential reviewers need to 
be thoroughly trained to use RF1 and RF2 in accordance with the rules and guidelines set by 
the two WHO training workshops (Cairo, 2005 and 2006). The time of training should best be 
as close as possible to the time of data collection. However, planning for the training course 
(preparation of materials, presentations, course location, lectures, case preparation, and even 
tentative time schedule setup) should be started by the project team as soon as is feasibly 
possible. 

The following guidelines (directed by the workshop instructors) are helpful in devising 
a plan for training of potential reviewers: 

Functions: The main objectives of training reviewers are to: sensitize potential reviewers to 
the concept of patient safety and the project; train reviewers for the use of the tools; and 
assess the ability of trainees to deal with the tools. 

Timing: The training course/workshop should be planned as close to the actual project as 
possible. If necessary, a tentative schedule should be set up to ensure that the training occurs 
right before the study review commences. 

Target audience: Training sessions are aimed at nurses and doctors who will potentially form 
the screeners and reviewers for the study. A common training session should be attended by 
both nurses and doctors together (rather than separately). More people should be trained than 
is actually required for the study. This allows for the selection of the most promising 
candidates. Following evaluation and selection of nurse and doctor reviewers, alternative roles 
can be assigned to other participants who did not fulfil the criteria for successful reviewers. 

Training items: Training may assume several forms e.g. workshop sessions, site visits, 
lectures and/or presentations, but should include: 

• familiarizing trainees with the project and terminology 
• review, analysis and discussion of the tools (RF1 and RF2) 
• site visits 
• review of case summaries for demonstration 
• evaluation of trainees. 

6.6.3 Assessment of training 

Assessment of reviewers is not a pass/fail phenomenon, but rather opens up for 
discussion and further training. If possible, a committee could be arranged for to put together 
gold standards for reviewing. Reviewers should be given case summaries, followed by 
assessment of such summaries by the project team along with constructive and supportive 
comments. Further training and repeat assessment should be implemented if necessary. 
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6.6.4 Reviewer engagement and motivation 

It is of immense importance that reviewers are actively engaged in the project. Creating 
a motivational drive may be achieved by one or more of several factors, including emphasis 
on the scientific privileges of the project, publication potential and the impact of the project 
on patient safety and on the country as a whole. 

6.6.5 Time commitment 

An average of 2–3 weeks will be required to complete the review process for each 
hospital depending on the level of experience of the review team, geographical location of the 
hospitals, quality and legibility of the notes and the time commitment of the reviewers. The 
expert panel will need to be available for advice within reasonable time (An expert should get 
back with advice within 24hours). 

6.6.6 Location of the review team 

Most studies performed thus far had all members of the review team in one room. 
Although discussions are possible, only one reviewer will be responsible for examination of 
each record (which will have his/her reviewer ID). A “Gold Standard Reviewer” should be 
assigned. For reliability testing, 2 separate forms should be filled. The process should be 
overseen by the site manager. 

6.7 Strategies for devising a national plan of action 

6.7.1  Data handling and report generation 

For each hospital included in the study, it is helpful to draw a flow chart representing 
the records going through each phase of the review process. This ensures that each sampled 
record is accounted for. The process of record acquisition and review should be overseen by 
the site manager to ensure that all records are accounted for and that implementation of the 
action plan proceeds with precision and accuracy. 

Data reporting and release should assume a high degree of sensitivity. It is likely that the 
Ministry of Health, the World Health Organization and each of the individual participating 
hospitals will require a report. In addition, at least one publication, in which all participants 
should be included, should come out of this work. The results should not be shared until 
properly cleaned and analyzed. Indeed, such information needs to be released in a 
sophisticated manner to drive local change. International dissemination will be a goal. While 
the involvement of the media may have different impact in different cultures, it is probably 
wise not to use the media as a dissemination vehicle until the data are cleaned and finalized. 



WHO-EM/HCD/066/E 
Page 18 

 

 

 

 

 

 

 

 

 

 

 

 

6.7.2. Summarized guidelines for implementation of plan of action 

Action Task 

Agreement to the study 
(engaging local 
leadership) 

Overall agreement required. 
Local leadership engagement should involve active support. 

Establishing study 
governance structure 

Usually includes members from MOH, WHO and professional body. 
Identification of steering committee to whom the project team should report is important. 
Governance structure needs to be clear-draw a diagram. 

Identifying and 
engaging stakeholders 

Engagement and support are important 
Need to ensure that this steering committee is valuable and have the members act as 
advocates, particularly once the results are out. 

Securing resources and 
funding 

Financial support will hopefully be available soon enough for it to be useful. 
Work with whatever sources are currently available until further support arrives. 
Need for technical support, assistance with training and country co-ordination are 
recognized. 
Assistance with data entry and report generation will be provided  

Ethics consideration 
and approval 

Different requirements for different countries and institutions 
Find from IRBs if there is a fast-track method of obtaining approval, particularly since the 
project is under the quality banner. 

Project management, 
personnel and structure 

A structure (probably including a steering and a technical committee) nested into the 
Ministry of Health is appealing. 
A manager should have manager skills, should be committed to the project and should be 
familiar with navigating his way around the health care management system. 

Records sampled 

Charts screened Charts not screened 

Screened positive Screened negative 
Inadequate documentation 

Medical review Missing 

No AE AE 
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Action Task 

Reviewer recruitment Make sure a reviewer is up to the task in terms of commitment. 
A good reviewer needs to be able to view the health care system analytically and 
objectively. 
Needs to have rigor in following the rules and adhering to the guidelines 
Hang on to good reviewers and try to fit in with their needs. 
DO NOT use nurses and doctors from a particular hospital as reviewers for records from 
their own hospital. 

Training Should be performed as close in time to the actual review as possible. 
Aimed at nurses and doctors who will potentially form the screeners and reviewers for the 
study. 
A common training session should be attended by both nurses and doctors together (rather 
than separately). 
More people should be trained than is actually required for the study. 
Training should involve case studies, site visits, group discussions and rigorous teaching of 
RF1 and RF 2 (Annex III) 
Should end with evaluation and recruitment of promising reviewers. 

Hospital selection and 
engagement 

Make sure the hospital staff have a good knowledge of the project. 
Reassure them of the anonymity of the study. 
Be prepared to answer questions related to ethical approval, contacting patients and 
research methods. 
Ensure staff of the validity and reliability of the data. 

Case sampling  ~ 500 records per hospital should be sampled. 
Nested and specialized hospitals are best avoided. 
Weighting individual hospitals to design a national sample depending on the involvement 
of the hospital in the national health care system may be subsequently performed. 

Review process Approximately 2 nurses, 2 doctors in addition to the site manager need to be on-site during 
the review process. 
A lockable filing cabinet is a plus. 
A list of randomized records has to be available during the review. 
Reliability testing should be performed: need to have 10% duplicate reviews for RF1 and 
10% for RF2. 
Duplicate review structure: for example every 10th record can be placed in a filing cabinet 
and 2 RF1s and RF2s performed for it. 
Reliability testing should be overseen by the site manager who will make sure that a) each 
reviewer does not know whether they are performing a primary or duplicate review and b) 
that the FIRST (rather than the duplicate) review is the one taken in the study. 
A numerical code should be allocated to each record. That link is broken once the data are 
taken out of the hospital. It is critical that the data is complete and entered in the database 
before the link is broken. Identifiable data will not be stored or reported and will not be 
discoverable down the track. 
Site manager needs to be sure that all fields are filled in a legible manner and that text 
summery is clear. 

Record acquisition Create a dialogue with the MR department to get their co-operation. 
Give MR the necessary information, involve them in the process and be considerate of 
their effort and time. 

Pilot testing  To be performed on 10% sampled records 
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Action Task 

Data collection, entry, 
cleaning and analysis  

Internet-based database entry system will be created by trainers. 
Expert trainers will help with data cleaning for generation of standardized data. 
In the reporting: hospitals from the involved countries.  

Report and release of 
data 

In the reporting system, participating hospitals will be identified but no data will be 
attributed to specific hospitals. 
There will be a report to WHO, Ministry of Health, participating hospital director. 
It is likely that at least one publication will come out of the generated data. 
Publications should reflect all contributors. 
Information will be released with sensitivity and with the intention to drive local change. 
International dissemination will be a goal. 
Results should NOT be shared until properly cleaned and analysed. 

 

6.7.3. Tentative individual country plans 

Participants from each of the individual participating countries provided a tentative plan 
for the month to follow the current workshop. The following summarizes the tasks set by each 
country. 

Kenya 

• Revision of proposal to incorporate discussed changes: HIV/inclusion of an extra 
hospital 

• Discussion with potential reviewers 
• Exchange proposal draft with WHO Geneva & Ross for comments 
• Formulation of advisory and oversight committees 
• Visits to institutional records departments 
• To agree on logistics of data retrieval 
• WR briefing 

South Africa 

• Contact directors e.g. quality assurance director, National Department of Health director 
for briefing 

• Contact Head of Western Cape Department of Health to inform of the project, identify 2 
hospitals for inclusion in programme 

• Set a study protocol 
• Submit protocol to Medical Research Committee and provincial research committee 
• Develop training material for training of nurses and reviewers 
• Set up date for training 

Egypt 

Within 1 week: 
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• Finalize action plan 
• Make calls to schedule training sessions 
• Report meeting outcomes of current meeting to leaders 

Within one month: 

• Team meeting to accurately define member roles 
• Arrange for a general awareness workshop 
• Get feedback from the expert training team regarding final action plan 
• Visit hospitals to ensure the presence of a master list for records 
• Getting familiar with medical records staff 
• Construct a plan for training workshop: information, presentations, tools etc. 
• Reviewing in July 

Yemen 

Report participation to officials including Patient Safety Committee (P.S.C.) Chairman 
(with brief explanation of the proceedings and outcomes of the workshop and future plans) 

Within 1 month: 

• Finalize study proposal, including time frame, project management and budget 
• Selection of reviewers and screeners: get approval of PSC Chairman. 
• Hold a workshop for PSC, stakeholders and team members to update with current status 

and future plans 
• Preparation for training 

Sudan 

Within a week: 

• Briefing to Minister and Undersecretary 
• Hold meeting with steering committee 
• Follow up on funding (Ministry of Finance and WHO) 

Within one month: 

• Visit first hospital and meet managers for discussion of medical records system and 
other logistics and appoint one focal point to assist team 

• Prepare stationery and other supplies; copy RF1 and RF2 
• Conduct training 
• Sampling and data acquisition 
• Hoping to start reviewing in July 
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Jordan 

• Meeting with steering committee and re-selecting hospitals 
• Contact potential reviewers’ supervisors/employers 
• Meeting with reviewers and discussions; updating on some issues raised from the first 

workshop 
• Training 
• Meeting with Medical Records Department 
• Arrange for workshop that includes physicians 
• Acquisition of medical records and start data collection 

Morocco 

• Inform leadership (including Minister of Health) of the near future plans 
• Obtain formal letter of invitation from the Ministry of Health to participating hospitals 
• Identification of reviewers 
• Case sampling 
• Record acquisition 
• Invitation of reviewers 
• Training workshop for reviewers (June) 
• Data collection (July) 

Tunisia 

• Within 1 week: 
• Prepare summary of project 
• Arrange meeting with policy makers  
• Non-formal briefing of hospital directors 
• Establish agenda for next steps 
• Within a month: 
• Establish steering committee 
• Constitute a working group (including stakeholders: Hospital directors, Medical 

Committee President, etc.) 
• Identify reviewers (2 nurses, 2 doctors) 
• Train reviewers by end of August 
• Identify medical records list and start sampling (if authorization received to start the 

project). 

7. NEXT STEPS 

As it stands, the health care system remains inefficient in delivering its services in 
accordance with the intuitive rule: “do no harm”. Defects in the system are largely uncharted 
resulting in underestimation of the problem. Patients (customers) are, in many cases, unaware 
of the problem and place, sometimes erroneously, a huge amount of trust in the providers. 
Failure in many other industries is well-recognized and rigorously dealt with. It is critical that 
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the health care system should learn from safety measures in other industries; such as aviation 
and pursues a similar track, particularly considering that the outcome of this pursuit is 
potential improvement in human health and life expectancy. Health care by its nature is risk 
prone. 

To embark on a project that assesses patient safety and identifies areas of harm is a great 
endeavour. This study will be important in prioritizing the areas in the health care system that 
require attention and will have tremendous impact on the research agenda that WHO and the 
World Alliance for Patient Safety are building and funding. It is hoped that the participants in 
this project can play the leadership role, creating a degree of dissatisfaction with the health 
care system to instigate change. 

Dr Wilson expressed his enthusiasm for this project and his confidence that the 
participants will display the activity and energy required to successfully complete their 
mission. On behalf of the trainers, Dr Wilson vowed to provide as much help as possible and 
strongly encouraged feedback and dialogue among the participants and trainers. A suggestion 
was made to use the PowerPoint template provided for country presentations during this 
workshop as a detailed (possibly monthly) progress report. 

Dr Abdellatif concluded the workshop by thanking tutors and participants and 
encouraging the replication of the training workshop in each participant country to implement 
the agreed upon plans of action. He expressed optimism and strongly encouraged regular 
feedback of activities between the end of this workshop and the beginning of the next, 
scheduled for December 2006. Dr Abdellatif pointed out that the participants had embarked 
on a mission which was a responsibility, and he hoped that the delegation of each 
participating country would be regarded as pioneers in the field. He finally concluded by 
thanking the administrative and technical team for their support. 
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Annex 1 

PROGRAMME 

Monday, 8 May 2006 

08:30–09:00 Registration 
09:00–10:30 Opening session 
 Message of Dr Hussein A. Gezairy WHO Regional Director for the Eastern 

Mediterranean 
 Introduction of participants and resource persons 

Adoption of Agenda and programme 
Welcome speech by Dr Ross Wilson 

10:30–13:30 Time to finalize country presentations by the individual counties 
13:30–15:30 Country presentations on progress made 
15:30–17:00 Summary of progress and challenges 

Tuesday, 9 May 2006 

08:30–13:30 Addressing challenges and needs identified by presentations on day 1 
13:30–17:00 Discussions and group work 

Wednesday, 10 May 2006 

08:30–09:00 Teaching of record review and use of Review Form 1 and 2 
09:00–13:30 Group work 
13:30–17:00 Assessment of record review trainers 

Thursday, 11 May 2006 

08:30–11:00 Practical guidance on data handling, ownership and report generation 
11:00–13:30 Setting new goals and identifying the next steps 
13:30–15:30 Details further support and follow-up 
15:30   Close 
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Annex 2 

LIST OF PARTICIPANTS 

EGYPT 
Dr Badr Ismail Mohamed 
Information Systems and Computers Expert 
Institute of National Planning 
Cairo 
 
Professor Ossama S.E. Rasslan 
Professor and Head of Medical Microbiology and Immunology Department 
Ain Shams University 
Cairo 
 
Prof. Mahi El Tehewy 
Professor of Public Health 
Ain Shams University 
Cairo 
 
Dr Atef Badran 
Clinical data Manager 
National Cancer Institute (NCI) 
Cairo 
 
Dr Aisha Abou El Fotouh 
Ain Shams University 
Cairo 
 
Dr Susan Desouki 
Ain Shams University 
Cairo 
 
Dr Riham Saher 
Ain Sham University 
Cairo 
 
Dr Ashraf Abdelkhalik Abdelbaki 
Consultant of Internal Medicine and Nephrology 
Air Force Hospital 
Cairo 
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JORDAN 
Dr Safa Qusous 
Director of Quality 
Ministry of Health 
Amman 
 
Dr Samira Ezaat 
Quality Directorate 
Amman 
 
Mr Wael Kildani 
El Nadeem Hospital 
Madba 
 
 
KENYA 
Prof William Macharia 
Member of Africa Advisory Committee on Health Research and Development 
Focal point for patient safety research 
Nairobi 
 
Dr Janet Butage 
Medical records officer 
Member of Africa Advisory Committee on Health Research and Development 
Focal point for patient safety research 
Nairobi 
 
 
MOROCCO 
Prof Nabil Kenjaa 
Professeur de réanimation médicale 
Centre Hospitalier Universitaire de Fès 
Rabat 
 
Dr Amina Sahel 
Chef de Service des Soins Ambulatoires 
Direction des Hôpitaux et des Soins Ambulatoires (DHSA) 
Ministère de la Santé 
Rabat 
 
 
SOUTH AFRICA 
Professor Stuart Whittaker 
Managing Director 
Council for Health Service Accreditation of South Africa (COHSASA) 
Cape Town  
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Dr Fikile Sithole 
Council for Health Service Accreditation of South Africa (COHSASA) 
Cape Town 
 
 
SUDAN 
Dr Malik Abdo Ali 
Focal point of Patient Safety 
Federal Ministry of Health 
Khartoum 
 
Dr Zahir Mohammed Khier Allah 
Deputy Director of Hospital Department 
Curative Medicine Directorate 
Federal Ministry of Health 
Khartoum 
 
Dr Sara Hassan Mosatafa 
Planning and Research Office 
Federal Ministry of Health 
Khartoum 
 
 
TUNISIA 
Professor Ben Ammar Mohamed Salah 
Professor of Anesthesia and Intensive Care 
CHV – Mougi Slim 
Tunis 
 
Professor Mondher Letaeif 
Preventive Medicine and Epidemiology unit 
University Hospital 
Tunis 
 
 
YEMEN 
Dr Adel Al-Moayed 
Director General 
Hajja General Hospital 
Sana’a 
 
Mr Nasr Ali Ahmed 
Head of Continuing Studies 
Nursing Department 
Ministry of Public Health and Population 
Sana’a 
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Resource persons 
Dr Ross Wilson 
Director 
Center for Health Care Improvement 
Royal North Coast Hospital 
St Leonards 
AUSTRALIA 
 
Ms Sisse Bjorn Olsen MRCS 
Clinical Research Fellow 
Department of Biosurgery and Surgical Technology 
Faculty of Medicine 
Imperial College London 
London 
UNITED KINGDOM 
 
Professor Phillip Michel 
Director, Health Evaluation Strategy 
Public Health Programme and Disease Management 
French National Authority for Health 
FRANCE 

WHO Secretariat 

Dr Mohamed A. Jama, Deputy Regional Director, WHO/EMRO 
Dr Ahmed Abdellatif, Regional Adviser, Health Care Delivery and Coordinator Health 
Systems, WHO/EMRO 
Dr Iciar Larizgoitia Jauregui, EIP/SPO/QPS, WHO/HQ 
Dr Amr Mahgoub, Regional Adviser, Health Management Support, WHO/EMRO 
Dr M. Farag, SSA/DHS, WHO/EMRO 
Mrs Hoda El Sabbahy, HCD/DHS, WHO/EMRO 
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Annex 3 

SUMMARY REPORT ON THE FIRST TRAINING WORKSHOP: ASSESSING 
UNSAFE PRACTICE 

Cairo, Egypt, 4–8 December 2005 

Introduction 

The WHO Regional Office for the Eastern Mediterranean held a training workshop on patient 
safety in Cairo, Egypt on 4–8 December 2005. The objectives of the workshop were to: 

• assess the magnitude of unsafe practice; 
• develop a critical mass of patient safety surveyors and trainers; and 
• outline collaboration with WHO headquarters and Regional Office for the Eastern 

Mediterranean. 

The inaugural message was delivered by Dr Abdallah Assaedi, Assistant Regional 
Director, WHO/EMRO, on behalf of Dr Hussein A Gezairy, WHO Regional Director for the 
Eastern Mediterranean. In his message, Dr Gezairy highlighted the importance of the patient 
safety issue and stressed the pressing need for adopting safety practices in health institutions 
in the Region. The patient safety programme was one of the top priorities of the Regional 
Office and the first important step was to assess the magnitude of the problem in the Region.  

Dr Ahmed Abdellatif, Regional Adviser, Health Care Delivery and Coordinator, Health 
Systems, introduced the programme of patient safety in the Region and results of the survey at 
ministerial and facility level which provided a strong rationale to continue work on this issue 
in the Region. He also explained that the regional strategy for enhancing patient safety had 
been endorsed by the Regional Committee for the Eastern Mediterranean in October 2005 and 
had the support of ministries of health in the Region. He described the ongoing activities to 
build up public awareness and widen the regional advocacy and involvement of civic and 
private organizations in patient safety. WHO would provide technical support to Member 
States to formulate their national policies and strategies for patient safety. 

Proceedings 

Day 1 

Dr Ross Wilson, Director of Health Care Improvement, Royal Coast North Hospital, 
Australia, introduced the plan of the workshop and discussed different issues related to patient 
safety. In order to come up with common understanding of patient safety issues, Dr Wilson 
involved the participants in many exercises to share experiences and concepts of patient 
safety. 

In the next session, Dr Wilson asked the participants to group themselves and work on 
identifying data sources to assess the magnitude of the problem related to patient safety. The 
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groups then presented and discussed their outcomes with the rest of the participants. At the 
end of the day, Dr Wilson introduced many studies done on adverse effects of health care in 
different countries. 

Day 2 

In the first session, Dr Wilson summarized the concepts discussed on the first day and 
highlighted the need for more knowledge and information about the magnitude of the 
problem. He asked the participants to work in groups to discuss how they would use 
information about adverse effects in their country. At the end, Dr Wilson expressed the need 
to involve the stakeholders earlier to trust, understand and appreciate the results. He also 
advised the groups not to dramatize the results, but to dramatize the solution and stressed the 
role of leadership in dealing with patient safety issue. 

In the second session, the participants were asked to work in groups to outline the scope 
and elements of an adverse effects project in their country stressing four points: 1) number of 
hospitals to be included; 2) leadership; 3) major obstacles; and 4) estimated starting date. 
Group presentations were to be continued the next day. 

Day 3 

In the first session, the groups presented a draft of an adverse effects project in their 
countries and considerable discussions took place regarding different designs presented by the 
groups. 

Ms Sisse Olsen, Clinical Research fellow, Faculty of Medicine, Imperial College 
London, began the second session by giving individual tasks to the participants to identify the 
following: 

• The aim of his/her country project 
• What role can he/she plays in this project 
• What is his/her existing skills to do this 
• What do he/she needs to learn to be successful in his/her role in country project. 

Ms Olsen then continued to discuss adverse events and gave an overview of the process 
of screening and in-depth medical record review. Discussions focused on methodology, 
selection of reviewers, criteria of reviewing, ethical issues, etc. 

In the third session, Dr Wilson started to recap the topics which were discussed in the 
morning and stressed that the objectives of the projects are to measure the magnitude of the 
problem while action in response to data analysis is not considered in this workshop; 
however, recommendation could be given. 

Each country group was then divided into two subgroups; one group was working with 
Dr Wilson to finalize the research protocol and the other group was working with Ms Olsen to 
understand the process of medical record review. 
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Day 4 

In the first session the subgroups continued to work; one in finalizing the research 
protocol and the other in processing the medical record review. 

All participants and the resource persons conducted a field visit to one hospital to 
simulate all range of medical record review process. On arrival, the hospital director 
welcomed the group and gave short introduction on the mission of the hospital. Dr Abdellatif 
thanked the director and the hospital staff and explained that the aim of the visit is training 
and assured them that all information discovered during this training is completely 
confidential. A representative from each country group then joined with Ms Olsen to the 
medical record department to get a sample of two medical records and went back to join the 
rest of the group to do the screening followed by the in-depth reviewing of the positive 
records. The groups then presented summary of their cases and a lot of discussion took place.  

In the third session, Ms Olsen continued to clarify some points related to screening and 
record review and stressed on rating scale of disability and preventability. The participants, 
then, re-divided into their country groups to work on case study dealing with disability and 
preventability. Coming back from grouping, the group presented their outcomes and short 
discussion took place. Dr Wilson, then, introduced a checklist to help the group to manage 
their project and the participants re-divided again into country group to fill the checklist. 

Day 5 

During the first session, the groups continued to work to finish their country project and 
fill the checklist. The participants then watched a short video show giving them some 
important messages concerning leadership, teamwork and persistence. At the end Dr Wilson 
highlighted the importance of keeping in contact as a group of experts in this field in the 
Region. 

In the second session, Dr Wilson then invited each country group to present the final 
draft of their project management checklists. The third session began by introducing how to 
ensure validity of the study and discussing quality improvement versus research. Finally Dr 
Wilson informed the participants some important websites related to patient safety and 
adverse effects. 
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Programme of the first workshop 

Sunday, 4 December 2005 

08:30–09:00 Registration 
09:00–10:30 Opening session 

 Message of Dr Hussein A. Gezairy WHO Regional Director for the Eastern 
Mediterranean 
 Introduction of participants and resource persons 
Election of officers 
Adoption of Agenda and programme 
Objectives, expected outcome, and methodology of the meeting 
Highlights on Regional initiatives for Patient Safety 

10:30–14:00 Principles of Patient Safety and of patient safety programmes: 
 Recognition of the need for improvement in health care and health care 

settings 
 The systemic nature of failures and errors. 
 Concepts and definitions of key terms. 
 The response of the WHO: the World Alliance for Patient Safety 
14:00–17:00 Principles of research for patient safety 
 The role of research and key studies on patient safety 
 Advantages and limitations of the methodologies used in the studies 

described above 

Monday, 5 December 2005 

08:30–11:00 Overview of research methods for patient safety studies 
11:00–12:00 Continued 

Tuesday, 6 December 2005 

08:30–17:30 Study and Design and Conduct 
 Sampling, review methods, training, data entry 

Wednesday, 7 December 2005 

08:30–14:00 Practical training in first and second stage of record review. 
14:00–16:00 Participants will design their own research project 
16:00–17:30 Participants will have ‘hands on’ practice with database software 

Thursday, 8 December 2005 

08:30–13:30 Work sheet on next steps for each project 
13:30–15:30 Review of practical issues and ‘next steps’ 
15:30 Close 
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List of participants of the first workshop 

EGYPT 
Dr Badr Ismail Mohamed 
Information Systems and Computers Expert 
Institute of National Planning 
Cairo 
 
Professor Ossama S.E. Rasslan 
Professor and Head of Medical Microbiology and Immunology Department 
Ain Shams University 
Cairo 
 
Prof. Mahi El Tehewy 
Professor of Public Health 
Ain Shams University 
Cairo 
 
Dr Atef Badran 
Clinical Data Manager 
National Cancer Institute (NCI) 
Cairo 
 
Dr Abdel Aziz Shaheen 
Biostatistician 
National Hepathology and Tropical Medicine Research Institute (NHTRI) 
Cairo 
 
Prof. Aisha Abou El Fotouh 
Ain Shams University 
Cairo 
 
Dr Susan Desouki 
Ain Shams University 
Cairo 
 
Dr Riham Saher 
Ain Shams University 
Cairo 
 
 
KENYA 
Prof William Macharia 
Member of Africa Advisory Committee on Health Research and Development 
Focal point for patient safety research 
Nairobi 
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Dr Janet Butage 
Medical records officer 
Member of Africa Advisory Committee on Health Research and Development 
Focal point for patient safety research 
Nairobi 
 
 
JORDAN 
Dr Safa Qusous 
Director of Quality 
Ministry of Health 
Amman 
Dr Mohammed Jamil Kharabsheh 
Hospital Management Department 
Ministry of Health 
Amman 
 
Dr Samira Ezaat 
Quality Directorate 
Amman 
 
Mr Wael Kildani 
El Nadeem Hospital 
Madba 
 
Dr Bassam Shahin 
Royal Military Forces 
Amman 
 
Dr Mohamed Bassam Qassem 
Director 
Patient Safety Department 
Amman 
 
 
KUWAIT 
Dr Talal Abdullah Al Fadala 
Quality Control Department 
Ministry of Health 
Kuwait 
 
Mrs Amal Kassem A. Al Ghadban 
Deputy Manager 
Medical Records Department 
Ministry of Health 
Kuwait 
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Mr Sadek Abdulhadi Al Fili 
Nursing consultant 
Kuwait 
 
 
MOROCCO 
Prof Nabil Kenjaa 
Professeur de réanimation médicale 
Centre Hospitalier Universitaire de Fès 
Rabat 
 
Dr Amina Sahel 
Chef de Service des Soins Ambulatoires 
Direction des Hôpitaux et des Soins Ambulatoires (DHSA) 
Ministère de la Santé 
Rabat 
 
Mr Driss Bessar 
Cadre à la DHSA 
Rabat 
 
Prof Ali Amine Zeggwagh 
Professor of Higher Education 
Rabat Faculty of Medicine and Pharmacy 
Rabat 
 
 
SOUTH AFRICA 
Prof Stuart Whittaker 
Managing Director 
Council for Health Service Accreditation of South Africa (COHSASA) 
Cape Town 
 
Dr Albie Van Zyl 
Medical Surveyor 
Council for Health Service Accreditation of South Africa (COHSASA) 
Cape Town 
 
 
SUDAN 
Dr Zahir Mohammed Khier Allah 
Deputy Director of Hospital Department 
Curative Medicine Directorate 
Federal Ministry of Health 
Khartoum 
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Dr Salma Ahmed El-Houri 
Medical Practitioner 
Head of Patient Safety Programme 
Quality Directorate 
Khartoum Teaching Hospital 
Khartoum 
 
Ms Ann Auma Tullio 
Khartoum North Teaching Hospital 
Khartoum 
 
Dr Sara Hassan Mosatafa 
Planning and Research Office 
Federal Ministry of Health 
Khartoum 
 
 
TUNISIA 
Dr Kamel Hili 
Director Assistant of Evaluation 
Primary Health Care Direction 
Tunis 
 
Mr Lotfi Ben Ghozia 
Technician 
Pedagogic Centre for Training of Health Professionals 
Tunis 
 
Mr Sami Tazarki 
Programmer 
Ministry of Public Health 
Tunis 
 
 
YEMEN 
Dr Adel Al-Moayed 
Director General 
Hajja General Hospital 
Sana’a 
 
Mr Nasr Ali Ahmed 
Head of Continuing Studies 
Nursing Department 
Ministry of Public Health and Population 
Sana’a 
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Resource persons 
Dr Ross Wilson 
Director 
Centre for Health care Improvement 
Royal North Coast Hospital 
St Leonards 
AUSTRALIA 
 
Ms Sisse Bjorn Olsen  
Clinical Research Fellow 
Department of Biosurgery and Surgical Technology 
Faculty of Medicine 
Imperial College London 
London 
UNITED KINGDOM 

WHO Secretariat 

Dr Abdallah Assaedi, Assistant Regional Director, WHO/EMRO 
Dr Ahmed Abdellatif, Regional Adviser, Health Care Delivery and Coordinator Health 
Systems, WHO/EMRO 
Dr Iciar Larizgoitia Jauregui, EIP/SPO/QPS, WHO/HQ 
Dr Amr Mahgoub, Regional Adviser, Health Management Support, WHO/EMRO 
Dr Mohamed Abdurrab, Regional Adviser, Research Policy and Cooperation, WHO/EMRO 
Dr M. Farag, TO/DHS, WHO/EMRO 
Mrs Hoda El Sabbahy, HCD/DHS, WHO/EMRO 
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Annex 4 

COUNTRY PLANS OF ACTION 

Country: Egypt 
Project management 

Phase Tasks Who When 

Agreement to the task 
Identifying/engaging 
local leadership 

Get support of MOH. 
Obtain an invitation for various hospitals. 
Get approval of the first undersecretary. 
Approach the medical syndicate 
Approach the chief executive of major hospitals for 
approval and raise awareness 

Project manager January 2006 

Establishing 
governance structure. 
Identifying and 
involving stakeholders 

Include stakeholders in a meeting to provide 
awareness of the general concepts and the proposed 
outcome of the study 
Create a steering committee: 
• a MOH representative  
• Project manager  
• Medical syndicate rep.  
• Chief executive of the major hospitals  

Project manager January–February 
2006 

Securing resources 
and funding 

Create a provisional budget. 
Seek funding from MOH, WHO. 

Project manager January–February 
2006 

Ethical consideration/ 
approval 

Consider the regulation of the ethical review board 
of each participating hospital 

Project manager February 2006 

Project management 
personnel and 
structure 

Choose and recruit members of the project: 
• Manager  
• Accountant 
• Epidemiologist 
• Two clinicians 
• Administrative personnel 
• Biostatistician 

Project manager February 2006 

Review recruitment Two senior clinicians, one surgeon and one internist.
Two-four senior nurses 
Expert panel 

Project team March 2006 

Training Train a group of potential recruits for screening and 
reviewing 

Team March 2006 

Hospital selection and 
engagement 

Three major hospitals from a group of hospitals that 
show desire for participation. 
Convenient and representative sample. 

Project manager and 
epidemiologist 

February–March 
2006 
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Project management 

Phase Tasks Who When 

Case sampling 500 records/hospital chosen through a systematic 
random approach. 

Epidemiologist April 2006 

Record acquisition Go to medical records archive, may need to over 
sample 
Ensure the presence of all notes 

Epidemiologist April–June 2006 

Pilot testing 
Data collection, entry, 
cleaning and analysis 

Performed on 10% of sampled records in the first 
hospital, 

Project team June–July 2006 

 • Design datasheet 
• Data collection 
• Develop database 
• Data entry 
• Data validation and cleaning 
• Data analysis 

• Manager 
• Epidemiologist 
• Statistician 
• Reviewers and 
screeners 
• IT experts 
• Data entry personnel 

June–August 2006 

Reporting and release 
of results 

Descriptive aggregate report to the MOH 
and WHO. 
Individual hospital report 
Controlled media report 
Scientific publications (if Ok) 

Project manager September–
November 2006 

 

Country: Jordan 

Project management 
Phase Tasks Who When 
Agreement to the 
task 
Identifying/engaging 
local leadership 

Feedback to higher level of the MOH about the 
project purposes. 
Official letter to MOH Hospital Directors 
Official letter to Medical Syndicate 

MOH January–February 
2006 

Establishing 
governance 
structure. 
Identifying and 
involving 
stakeholders 

Invitation (official) letter to Directors of MOH 
hospitals followed by orientation presentation to 
them through a meeting as they are main 
stakeholders 

MOH January–February 
2006 

Securing resources 
and funding 

Communicate WHO/EMRO for funding 
Use existing MOH resources 

MOH January–February 
2006 

Ethical 
consideration/ 
approval 

Submitted the project for approval from H. E. the 
Minister of Health and Ethical Committees at 
hospital level 

MOH February 2006 
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Project management 
personnel and 
structure 

Project manager under Quality Directorate/MOH 
Steering Committee 56 persons from MOH higher 
level + Medical syndicate headed by secretary 
General 
Scientific Committee 5–6 persons, headed by 
Project manager 

MOH February 2006 

Reviewer 
recruitment 

Screening Team: qualified nurses (4), two team 
from outside sampling hospitals. 
Reviewing team: specialists, surgeons and 
Internist (4) from outside sampling hospitals 

MOH February 2006 

Training Practical and classroom training course for the 
screening and reviewer teams 

MOH April 2006 

Hospital selection 
and engagement 

OH hospitals (frame 26 all over the kingdom) 
Sample (Middle Region MOH hospitals) All 
hospitals (6) 

MOH March 2006 

Case sampling 500 Medical records from each hospital 
List of records admitted randomly chosen by 
sequence number using systematic Random 
sampling 

MOH March–April 2006 

Record acquisition All types of records will be accessed 
Check quality of medical records 
Project Manager and involved hospital directors 
responsible for this process 

MOH May 2006 

Pilot testing Piloting of first hospital for file completion and 
evaluation purposes 

MOH May–June 2006 

Data collection, 
entry, cleaning and 
analysis 

Data collection by review team 
Data entry by statisticians 
Data cleaning by reviews 

MOH September–October 
2006 

Reporting/ release of 
results 

Scientific Committee writing a report 
Engagement of press through MOH, officials 
Dissemination of results and declaration is the 
responsibility of steering committee 
Scientific publication 

MOH December 2006 

 

Country: Kuwait 

Project management 
Phase Tasks Who When 
Agreement to the 
task 
Identifying/ engaging 
local leadership 

Evidence (reason) 
Advantage: Benefit for country 
Explaining the project 

MOH December 2005 

Establishing 
governance structure. 
Identifying and 

Presentation about patient Safety Project 
Report to the stakeholders 

Hospital directors December 2005 
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involving 
stakeholders 
Securing resources 
and funding 

Financial support Private companies 
NGOs 

January 2006 

Ethical 
consideration/ 
approval 

With ministerial order, no need for patient consent   

Project management 
personnel and 
structure 

Creating the reviewing team Quality Control 
Dept. 

 

Reviewer 
recruitment 

Screening: Head nurse 
Reviewing: 
Physicians 
Anaesthesians 
Surgeons 
Experts panel: Hematology, Pediatrician …etc. 

  

Training Dif. Of AE 
Process of Project 
1 week duration 

Quality Control 
Dept. 

February 06 

Hospital selection 
and engagement 

Six main governmental hospitals   March 2006 

Case sampling 500 records/hospitals 
Administration index 2004 
Random sampling 

 March 2006 

Record acquisition Collecting channels 
List it to be available at any time 

Hospital Med. Rec. 
Dept. 

 

Pilot testing Examine and follow-up: 
The project process 
Training 
Initial results 
Resources 
 

 May 2006 

Data collection, 
entry, cleaning and 
analysis 

 Quality Control 
Depart. 

June 2006 

Reporting/release of 
results 

Reporting results for all involved hospitals Quality Control 
Dept. 

December 2006 
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Country: Morocco  

Project management 
Phase Tasks Who When 
Agreement to the 
task 
Identifying/ 
engaging local 
leadership 

Informal contacts with potential local leaders (MOH 
departs; universities, hospital managers, phamaco-
vigilance centre, professional associations 
(clinicians, nurses), Media? 
Meetings to present the project and obtain 
engagement 

Project 
management team 

January 06 

Establishing 
governance 
structure, 
identifying and 
involving 
stakeholders 

Conduct project 
Disseminate results 
Elaborate recommendations 

Steering 
committee: 
DHSA (MOH) + 2 
universities 

February 06 
 

Securing resources 
and funding 

Lobbying vis à vis universities (department of 
research, MOH, WHO, other organizations) 

PMT January–March 06 

Ethical 
consideration/ 
approval 

Submission of protocol for approval CERB (Faculty of 
Medicine and 
Pharmacy Rabat) 

February 06 

Project 
management 
personnel and 
structure 

Manage the project 
Writing protocole 
Training 
analysis 
Monitoring 

PMT 
Secretary 
Research team (RT) 

January 
December 06 
 

Reviewers 
recruitment 

Contact 
Testing/selecting 
Training 

RT February–March 06 

Training Nurses/Junior training 
Senior training 
Expert training (who will call to phone) 

RT March 06 

Hospital selection 
and engagement 

10 hospitals 
Contact (evaluate degree of involvememt) 
Meetings 
Confidentiality chart 

PMT February 06 

Case sampling 350–500 cases/H 
Random sample from all admissions of 2004 

RT March 06 

Record acquisition Medical files 
Nurse files 
Reanimation & anaesthesia files 
Theatre operation files 

Nurses April 06 

Pilot test In 2 hospitals to: 
Have an idea about prevalence of AE 
Evaluate the validity & reliability of French version 
of tools 

RT April 06 
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Data collection, 
entry, cleaning and 
analysis 

Training of nurses/junior doctors; senior doctors 
entry operators 
Coding (SPSS) 
Elaborate research report 

Doctors, nurses 
RT 

May–July 06 

Reporting/release of 
results 

Meetings for feedback 
Web site of university and ministry 
Spread of “Research Report” to minister, ministry 
departments, universities, hospitals directors, WHO, 
Sissa 
Mains results for media 
Publication 

SC July 06 

 

Country: Sudan 

Project management: 1 year project from January. Implementation in 10 hospitals that are 6 federal hospitals 
Phase Tasks Who When 
Agreement to the 
task 
Identifying/ 
engaging local 
leadership 

Meting with the higher political level in FMOH 
(Ministerial Undersecretary) 
Undersecretary council orientation 

Patient safety 
programme within 
quality directorate 

Second week in 
January 06 

Establishing 
governance 
structure. 
Identifying and 
involving 
stakeholders 

Formation of the steering committee (20 members 
involving stakeholders), Two meetings 
Orientation meeting to the stakeholders reporting 
Formation of the technical committee (5 
members) technical, senior accepted key figures 
from clinicians 
Project team 

H.E. MOH 
Programme 
Undersecretary 

January 
February 
January 

Securing resources 
and funding 

Contacting funding agencies 
Contacting MOF 

Undersecretary with 
programme 
directors 

January–March 06 

Ethical 
consideration/ 
approval 

Obtain ethical clearance from the national ethical 
committee 

Technical 
committee 

End of February 06 

Project management 
personnel and 
structure 

Steering group expert panel 
Project manager Technical committee 
Reviewers 
Data managers 
Personnel 

Technical 
committee 

February 
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Reviewer 
recruitment 

Nomination and selection of 3 nurses 
Nomination and selection of specialists 

Technical. 
committee 

April 

Training Training workshop 5–6 to train reviewers Technical 
committee 

End of February 

Hospital selection 
and engagement 

Orientation Meetings and sessions with selected 
hospital directors 
Orientation sessions with senior clinicians 

The programme 
with the support of 
the tech. committee 

March– April 06 

Case sampling Visits of the 10 selected hospitals Reviewers May 06 
Record acquisition Visits to 10 hospitals to health information units 

and chief nurses 
Reviewers May 06 

Pilot testing Sampling 
Review of records 
Data entry 
Analysis 

Reviewers May 06 

Data collection, 
entry, cleaning and 
analysis 

10 days data collection and review for each of the 
10 hospitals 
Data entry 
Data analysis  

Reviews medical 
record especially 
data management 
team 

June–September 06 

Reporting/release of 
results 

To complete the report 
Meeting wit higher political level in FMOH 
Steering committee meeting (workshop) 
Dissemination to various care providers in 
different stages 
Publication 
Stakeholders 

Technical 
committee 
Minister 
Quality Directorate 

September–October 
06 

 

Country: Tunisia 

Project management 
Phase Tasks Who When 
Agreement to the 
task 
Identifying/ 
engaging local 
leadership 

Share the information about the existence of the 
new health challenge and give a review about 
what was published on these aspects 
Submitting project of research about AE to the 
ministry and approval for engaging local 
leadership 

The team who 
participate to this 
meeting (National 
Team) 

December 05 

Establishing 
governance 
structure. 
Identifying and 
involving 
stakeholders 

Design a central unit who involve: 
National experts 
Representative of DTH 
Representative of DER 
Representative of UFC 
Representative of …. 
Representative of administration 

MOH December 05 
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Representative of medical infection 
Representative of CSNRS 

Securing resources 
and funding 

Mobilize human resources: 
Central unit 
Local working group 
Material 
Financing reviewers 
Financing training session 
Technical support 

MOH 
Hospital 
+ 
IX/HO 

 

Ethical 
consideration/ 
approval 

After Ministry approval, we have to submit the 
project to Council national d’éthique for approval  

MOH January 06 

Project management 
personnel and 
structure 

Central unit MOH 
Local working group regional hospitals (Regional 
Director of Public Health) 

MOH 
Regional hospitals 

January 06 

Reviewer 
recruitment 

Regional directors identified 
Selection between nurses who has high skills and 
experience 

Health Council of 
Regional hospital 
designed 

March 06 

Training Resident of health council of the 6 regional 
hospitals identified 
Nurses = 12 
Medical officer = 6 

National team 
National expert 

April 06 

Hospital selection 
and engagement 

Central unit MOH 
6 Regional Hospitals 
Ministry approval will facilitate the engagement 
of regional hospital headquarters 

National team January 06 

Case sampling Overview of existing data about Regional 
Hospitals = number of beds, activities 
6 similar socio-economic areas selected 
1 regional hospital from each 
5000 Medical register/year 2005 

Central unit 
MOH 

February 06 

Record acquisition Local working group in the 6 regional hospitals 
have to select the registers corresponding at the 
sample required 
Nurses will do the first step to select the registrar 
with positive criteria 
One medical officer from the local working group 
has to review positive registrar and identify those 
who present AE 

Local working 
group 

May 06 

Pilot testing National team has to review and control the 
ongoing of the first and the second step of the 
project and even have to take decision to change 
some procedures  

National team May 06 

Data collection, 
entry, cleaning and 

Complete data collection and recording 
Clear and analyze the results 

National team June–July 06 
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analysis Discuss with the regional working group 
Reporting/release of 
results 

The report should clarify the content of the project 
on the basis of reducing preventable AE 
Resend the ……….of the project and then the 
results 
Summary about what can be planned for the 
future 
Report will be analysed  
Feedback to the regional level 
If project successful: extend the project to some 
university hospitals and to private clinics 

National team July 06 

 

Country: Yemen  

Project management 
Phase Tasks Who When 
Agreement to the 
task 
Identifying/ 
engaging local 
leadership 

Develop a draft of the project to be presented to 
the high leadership in MOH (Minister and his 
deputy) to get their approval 

 December 05 

Establishing 
governance 
structure. 
Identifying and 
involving 
stakeholders 

Create a political commitment from high level 
officers of MOH 
Identify the concerned stakeholders and sectors in 
MOH and hospitals aimed  

 Mid December 05 

Securing resources 
and funding 

Preparing an action in which the budget will be 
clear for each part 
Marketing at that project among donors (MOH, 
WHO and NGOs) 

 1 March 06 

Ethical 
consideration/ 
approval 

Present the draft of the project to the research 
ethical committee to get approval for starting the 
study 

 Mid March 
06 

Project management 
personnel and 
structure 

Forming a national task force (M.S. quality 
assurance, community sharing department, health 
sector reform, hospital department, physician 
syndicate, strategic department) 

 1 April 06 

Reviewer 
recruitment 

Specialists (experts) 
Physicians 
Nurses 
Medical records 

 7 April 06 

Training Organizing 5 days training course for the 
screeners and reviewers  

 15 April 06 

Hospital selection 
and engagement 

Get the agreement from the aimed hospitals and 
ensure the confidentiality of the information 

 30 April 06 
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gained 
Case sampling Random sampling: 350 cases per hospital   15 May 06 
Record acquisition Develop a format for the data collection notes that 

may make our task much easier and will be our 
documents 

 30 May 06 

Pilot testing First hospital will be as a pilot testing  30 May 06 
Data collection, 
entry, cleaning and 
analysis 

Review data recorded from each hospital: 
Enter data in SPSS 
Analyses by the experts and directorate 
Formation the assessment of the magnitude of the 
AE in these hospitals 

 10 June 06 

Reporting/release of 
results 

Preparing a final report of the results of the study 
to be presented to the high level officers of MOH 
and making some suggestions 
Organizing a meeting with the stakeholders to 
discuss the results and identifying the next steps. 

 1 July 06 

 

Country: Kenya 

Project Management 
Phase Tasks Who When 
Agreement to the task-
Identifying/engaging 
local leadership 

Professional association body 
Stakeholders advisory forum: 
Hospital CEO (private hospital) 
Director of medical services 
Provincial district medical Superintendents 
Health care financiers (insurance) 
National AIDS Council 
MAC of private hospitals 
Consumer organizations 
Medical Practitioners and Dentists board and 
HESAB 
Kenyatta Hospital Director 

PI March 06 

Establishing 
governance structure 
Identifying and 
involving stakeholders 

MOH 
Medical Practitioner and dentists board 
Kenya Medical Association 
CEO rep./hospital admin. 
Consumer organizations representatives 
Issues/share vision: 
Decide data ownership 
Consensus on ethical issues 
Policy and dissemination 

PI March 06 
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Securing resources and 
funding 

Full proposal with budget 
Communication with potential fund 
providers/WHO 
Determination of banking arrangements, 
financial accounting 
Explore local supplementary funding (medical 
insurance companies) 

PI/WHO January–February 
06 

Ethical consideration/ 
approval 

Submission of proposal to ethical committees 
(National and institutional) 
Letter of support from WHO 
N.B.: Institutional clearances critical and 
facilitated by director of medical services support 
and teaching hospital clearance. 

PI February 06 

Project management 
personnel and structure 

Recruitment of project manager 
Identification and equipment of project office 
Financial and technical review 

PI and funding recipient 
organization 

March 06 

Reviewer recruitment Phase 1 screening (nurses) 
Phase 2 screening (doctors) 
Specialist consultants identification 
(co-investigators) 

PI/project manager/data 
manager 

March 06 

Training Screening (Phase 1) 
Auditing (Phase 2) 
Pilot Testing (1 week) 

PI/project manager/data 
manager 

March 06 

Hospital selection and 
engagement 

Create sampling frame for MOH hospitals based 
on access and cost of identifying private 
hospitals 
Visit and engage CEOs of private hospitals, 
director Kenyatta national hospital and medical 
superintendents of MOH hospital 
Engage other staff in institutions 

PI/Project manager/co-
investigators 

February 06 

Case sampling Determine order of filed implementation (where 
to start and how to work) 
Streamline transport and data collection process 
Random sampling of 500 cases 

Project manager/data 
manager/co-
investigator 

Early March 06 

Record acquisition Agree on process with institutions – who? How 
to handle and secure pulled out records. 

Project data manager March – April 06 

Pilot testing Visit private hospital/teaching hospital and 
nearest MOH hospital 
Preset on 10 medical records for each facility 

Full research team Early April 06 

Data collection, entry, 
cleaning and analysis 

Ensure process clear and pre-tested 
Collection, Identification, engagement of 
Biostatistical support (Who?) 

Data manager February–March 
06 

Reporting/release of 
results 

Consensus on who should have access and when 
(MOUs) 
Consensus on publication 
Scientific meetings presentations 

Oversight Committee 
Advisory Forum 

January–February 
06 
May–June 06 
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Consensus on local (national) dissemination 
process 
Discussion on policy plan 
Follow-up studies towards national survey or 
surveillance system and National AIDS Council. 
ART Programme Adverse events monitoring 

Preparatory phase and proposal revision: January–March 2006; Data collection: April–July 2006 
 

Country: South Africa 

Project management 
Phase Tasks Who When 
Agreement to the 
task 
Identifying/ 
engaging local 
leadership 

Provincial department s of Health 
National Department 
Hospital management teams 

COHSASA MD February 06 
March 06 

Establishing 
governance structure 
Identifying and 
involving 
stakeholders 

Will be a 2 phase approach 
Initially meeting with provincial 
DOH/national 
DOH/COHSASA 
Second Phase: Meeting with Provincial 
DOH/representatives from hospitals/COHSASA 

COHSASA MD March 06 
March–April 06 

Securing resources 
and funding 

Determination of budget 
Communication with WHO re potential funding 
COHSASA 
Size of project dependent on available resources 

-COHSASA 
+ WHO 
-COHSASA + MD 

January 06 

Ethical 
consideration/ 
approval 

Research proposal to be substituted to ethical 
committee for approval (?DOH) 
Letter of support from WHO 

COHSASA/MD February 06 

Project management 
personnel and 
structure 

Appoint project manager at COHSASA. Could 
use existing structures including data collection 
and travel arrangements 

COHSASA/MD January 06 

Reviewer 
recruitment 

Phase 1 (screening) 
Nursing staff (current COHSASA full time or part 
tome staff) 
Phase 2 (medical review) 
Identification of either a senior family physician, 
physician surgeon 
Appoint expert panel 

Project manager February–March 06 

Training Training to be provided in Cape Town for phase I 
and II reviewers 
Duration ± 1 week 

Dr Van Zyl ± 2 weeks prior to 
pilot 
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Hospital selection 
and engagement 

Hospitals that are currently in programme 
Could be selected having stratified hospitals on 
baseline results 
Meetings to be arranged with management teams 
Numbers of hospitals dependent on funding 4–10 
hospitals might be more realistic 

COHSASA/MD 
MRC statistician  

March 06 

Case sampling 500 randomly selected records per hospital 
Method to be selected upon 

Review team 
MRC statistician  

April–June 06 
March 06 

Record acquisition Spend first day at hospital to draw records 
Ensure as many records as possible are accessed – 
especially records of deceased patients, pending 
litigation …etc. 

Review team April–June 06 

Pilot testing Commence with Sitsi hospital (500 files × 2 
weeks) 
Hospital should be easily accessible 
Project manager to be included 

Review team April 06 

Data collection, 
entry, cleaning and 
analysis 

Data collection 
Analysis 
Collaboration with WHO 

 April–June 06 
July– August 06 

Reporting/release of 
results 

Report to provincial and national DOH 
Report to WHO 
? Publication 

All COHSASA MD 
and team 

October 06 
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Annex 5 

NURSE (RF1) AND MEDICAL (RF2) REVIEW FORMS  


