3rd Tutorial for Notification Assessment under the IHR (2005) - Printable version
Instead of completing the online Tutorial you can also use this printable version of the Tutorial.
Welcome to the third Tutorial on Annex 2 of the IHR (2005).
We invite you to participate in a Tutorial for notification assessment according to the Decision Instrument in Annex 2 of the IHR (2005). The purpose of this online Tutorial is to support staff of all National IHR Focal Points (NFPs) in increasing the sensitivity and consistency of the notification assessment process. This Tutorial takes into account the recommendations made by the IHR Review Committees in 2011
 and 2014
 to support NFPs.
For five scenarios contained in this Tutorial, you are requested to assess whether each of these events must be notified to WHO under the IHR (2005). As a useful resource in undertaking this Tutorial please use the WHO guidance for the use of Annex 2
. Following the completion of each scenario you will be provided with the responses proposed by an expert panel as well as explanations for these responses. This Tutorial is expected to take less than 30 minutes to complete.
For every question, please choose one of the options provided.
Please bear in mind that the countries where the described events take place may be different from the country where you currently work. Where information about the fictitious country is provided you should evaluate the scenarios taking into account the specific context described for this fictitious country, and not based on conditions in your own country. 
The goal of this Tutorial is to provide you and other staff members of the NFP with an opportunity to practice using the Decision Instrument and benefit from the feedback from the expert panel. Participation in the Tutorial remains anonymous, and the responses given can only be accessed and evaluated by the user. However, for improving future editions of the Tutorial, we would be grateful for any comments or suggestions. Please send these comments to ihradmin@who.int.
■ Scenario 1: Infectious disease outbreak of unknown origin
You are informed by a national surveillance officer about the detection of an infectious disease outbreak of unknown origin in a forested area that has caused the death of three people and left 14 seriously ill. Initial symptoms include sudden high fever, myalgia, asthenia, headache, pharyngitis, profuse vomiting, diarrhea and loss of appetite. Clinical findings that occur after about four days include unexplained bleeding, hypovolemia, renal failure, encephalopathy and multisystem organ failure. Most of those who died did so within 1-2 weeks of onset of symptoms. One patient who died tested positive for malaria. A team of infectious disease epidemiologists is currently in the field for investigation. Blood samples have been sent to the National Laboratory for confirmation but results are still pending. The country has experienced repeated outbreaks of viral hemorrhagic fevers such as yellow fever, Dengue, Rift Valley and Lassa fever.
	► Now, please use Annex 2 to assess this event and answer each of the 5 following questions, taking into account the context of the scenario.
	Yes
	No
	Don’t know

	
	
	
	

	1. Is the public health impact of the event serious? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Is the event unusual or unexpected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Is there a significant risk of international spread?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Is there a significant risk of international travel or trade restrictions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Does this event need to be notified to WHO under Article 6 of the IHR (2005)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



■ Scenario 2: Multicenter outbreak of NDM-producing Klebsiella pneumonia linked to medical tourism
You are informed by a national surveillance officer about the detection of nosocomial infections due to NDM-1-producing bacterial strains. NDM-1, or New Delhi Metallo-beta-lactamase-1, is an enzyme produced by certain bacteria that confer antibiotic resistance to nearly all antimicrobials. The NDM-1 enzyme was found in isolates of Klebsiella pneumonia taken from the 32 patients involved in the ongoing outbreak in three hospitals in the same state. One of these patients had a history of medical tourism to a NDM-1 prevalent area in another country. Since the start of the outbreak about two weeks ago, five of the affected patients died, three of whom are newborns.
	► Now, please use Annex 2 to assess this event and answer each of the 5 following questions, taking into account the context of the scenario.
	Yes
	No
	Don’t know

	
	
	
	

	1. Is the public health impact of the event serious? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Is the event unusual or unexpected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Is there a significant risk of international spread?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Is there a significant risk of international travel or trade restrictions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Does this event need to be notified to WHO under Article 6 of the IHR (2005)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



■ Scenario 3: Accident at nuclear power plant
Today at 08:45, your office was informed by the National Crisis Centre that a nuclear power plant in your country is heating up more than normal since yesterday. Although the reactor was put into shut-down mode the temperature in the core continues to rise considerably. The cause is still unknown. Because the temperature in the core was supposed to gradually fall, it is suspected that something unusual is occurring. As a consequence of the shut-down, there is some disruption of electricity supplies since the 5,000-megawatt reactor provides about 1/10th of the country’s electricity. The authorities in charge are concerned that this situation could worsen. While it is unclear whether the unusual rise in temperature will ultimately result in a radioactive release to the environment, similar events in the past have resulted in such leakage. The affected nuclear power plant lies some 120 kilometers from an international border. There are 50,000 people living in a 30 km radius from the location of the nuclear power plant.
	► Now, please use Annex 2 to assess this event and answer each of the 5 following questions, taking into account the context of the scenario.
	Yes
	No
	Don’t know

	
	
	
	

	1. Is the public health impact of the event serious? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Is the event unusual or unexpected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Is there a significant risk of international spread?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Is there a significant risk of international travel or trade restrictions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Does this event need to be notified to WHO under Article 6 of the IHR (2005)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



■ Scenario 4: Suspected methanol poisoning
The ministry of health reports that 16 cases, including 4 deaths, of suspected methanol poisoning had been detected during the last week. The clinical picture compatible with methanol poisoning was characterized by abdominal pain, nausea, vomiting, headache and blurred vision, with a history of consumption of a locally produced alcohol liquor. The alcohol liquor in question had been sampled and sent for testing to the toxicological centre. While the toxicological forensic analysis is pending and the investigation is still ongoing, public health authorities have started to confiscate the suspicious liquor, strengthen surveillance of the event and to run public awareness campaigns on the risk. The product, which is not officially registered in the country, has been sold via internet to several neighbouring countries.
	► Now, please use Annex 2 to assess this event and answer each of the 5 following questions, taking into account the context of the scenario.
	Yes
	No
	Don’t know

	
	
	
	

	1. Is the public health impact of the event serious? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Is the event unusual or unexpected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Is there a significant risk of international spread?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Is there a significant risk of international travel or trade restrictions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Does this event need to be notified to WHO under Article 6 of the IHR (2005)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



■ Scenario 5: Adverse events following vaccination
You are informed that four fatal cases of adverse events occurred in recent weeks following administration of yellow fever vaccine manufactured by a company abroad. This vaccine is prequalified by WHO and supplied to several countries for routine immunization, campaigns, outbreak control, and for immunization of travellers. All four cases were recipients of a single lot of vaccine, during a yellow fever vaccination campaign in the Northern Province. Yellow fever vaccination has been suspended by national authorities, following the report of the first fatal case. It is estimated that 34,674 persons have been vaccinated with the specified lot. These four cases, ranging in age from 21 to 74 years, presented with a similar clinical picture of fever, headache, malaise and diarrhea, progressing rapidly to distributive shock and irreversible multiple organ failure. Their onset of symptoms ranged from less than 24 hours to one week after vaccination. No additional suspected cases of viscerotropic disease have been identified at this point and all other reports of adverse events following yellow fever vaccination have been characterized as mild and fully recovered.
	► Now, please use Annex 2 to assess this event and answer each of the 5 following questions, taking into account the context of the scenario.
	Yes
	No
	Don’t know

	
	
	
	

	1. Is the public health impact of the event serious? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Is the event unusual or unexpected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Is there a significant risk of international spread?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Is there a significant risk of international travel or trade restrictions?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Does this event need to be notified to WHO under Article 6 of the IHR (2005)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Tutorial for Notification Assessment under the IHR (2005)

Feedback to the 3rd Tutorial on Annex 2

Conclusions of an expert panel

In order to provide NFPs using the tutorial with reliable and valid feedback on the assessment of the Annex 2 decision instrument criteria as well as with regard to the notification decision under the IHR (2005), three experts were consulted on the scenarios used (Table 1). These experts have both great experience in the assessment of public health events as well as an in-depth knowledge of the Regulations and the development and application of Annex 2.

Table 1. Members of the expert panel
	Expert name
	Country
	WHO Region

	Dr Kumnuan Ungchusak
	Thailand
	South-East Asia

	Dr Eduardo Hage Carmo
	Brazil
	Americas

	Dr Preben Aavitsland
	Norway
	Europe


Expert panel’s notification assessment of scenarios

Overall the expert panel considered that all events met the requirement for notification under the IHR (2005). Please see the discussion of the expert panel’s views regarding both the notification of the event and the application of the four decision instrument criteria for each scenario in the following section.

Scenario 1 – Infectious disease outbreak of unknown origin

You are informed by a national surveillance officer about the detection of an infectious disease outbreak of unknown origin in a forested area that has caused the death of three people and left 14 seriously ill. Initial symptoms include sudden high fever, myalgia, asthenia, headache, pharyngitis, profuse vomiting, diarrhea and loss of appetite. Clinical findings that occur after about four days include unexplained bleeding, hypovolemia, renal failure, encephalopathy and multisystem organ failure. Most of those who died did so within 1-2 weeks of onset of symptoms. One patient who died tested positive for malaria. A team of infectious disease epidemiologists is currently in the field for investigation. Blood samples have been sent to the National Laboratory for confirmation but results are still pending. The country has experienced repeated outbreaks of viral hemorrhagic fevers such as yellow fever, Dengue, Rift Valley and Lassa fever.

	Questions
	Is the public health impact of the event serious? 
	Is the event unusual or unexpected?
	Is there a significant risk of international spread?
	Is there a significant risk of international travel or trade restrictions?
	Does this event need to be notified to WHO under Article 6 of the IHR?

	Expert panel
	Yes
	Yes
	No
	No
	Yes


The expert panel concurred that this event has potential high public health impact and it is unusual and unexpected. As this outbreak meets two of the four criteria in the Annex 2 decision instrument, it must be notified under Article 6 of the IHR (2005).

The public health impact was assessed by the expert panel to be serious because of a number of factors: the occurrence of severe disease, the high number of cases (higher than expected), the fast evolution to death and high case fatality ratio, the infectious nature of the event involving the risk of further spread, the investigation by an outbreak team, and the fact that external assistance might be necessary.
The event has also been assessed by the expert panel to be unusual or unexpected. For any setting, 17 severe cases of an unknown disease are unusual and unexpected. However, the clinical description fits a number of the viral haemorrhagic fevers, especially Lassa fever that repeatedly caused outbreaks in this country. Additional laboratory results for malaria and other endemic and severe diseases are therefore required for the identification or exclusion of the disease etiology. In general, the assessment of the second criterion (unusualness / unexpectedness) considers the atypical character of an event within the epidemiological context. Is the event unusual, such as involving unusual aspects or features which may be of special public health concern or cause for alarm? Or is the event unexpected from a public health perspective? If an event is either "unusual", or the event itself "unexpected" from a public health perspective, then this second criterion should be deemed fulfilled for the purposes of notification assessment.
The expert panel found that there is no information to support the risk of international spread. Indeed, there is neither any evidence of an epidemiological link to similar events in other countries, nor any factor that indicates the potential for cross-border movement of the agent, vehicle or host. In addition, the event occurred in a forest area, in general, representing low probability for cross-boundary transmission. The expert panel deemed also the risk of travel or trade restrictions to be unlikely. There is neither any indication of potential for others countries to adopt travel or trade restrictions, nor any relation with international tourism or consumption of products (goods) exported/imported by the country.

Scenario 2 –Multicenter outbreak of NDM-producing Klebsiella pneumonia linked to medical tourism

You are informed by a national surveillance officer about the detection of nosocomial infections due to NDM-1-producing bacterial strains. NDM-1, or New Delhi Metallo-beta-lactamase-1, is an enzyme produced by certain bacteria that confer antibiotic resistance to nearly all antimicrobials. The NDM-1 enzyme was found in isolates of Klebsiella pneumonia taken from the 32 patients involved in the ongoing outbreak in three hospitals in the same state. One of these patients had a history of medical tourism to a NDM-1 prevalent area in another country. Since the start of the outbreak about two weeks ago, five of the affected patients died, three of whom are newborns.

	Questions
	Is the public health impact of the event serious? 
	Is the event unusual or unexpected?
	Is there a significant risk of international spread?
	Is there a significant risk of international travel or trade restrictions?
	Does this event need to be notified to WHO under Article 6 of the IHR?

	Expert panel
	Yes
	Yes
	Yes
	No
	Yes


The expert panel members considered that for this scenario three of the four criteria of the decision instrument were fulfilled, and that the event was therefore a notifiable event under Article 6 of the IHR (2005).

For the expert panel, several factors indicated that the public impact of the event is serious: the event is described as an outbreak, thus the number of cases is higher than expected; the event has led to deaths among newborns; the event involves a rare and serious antimicrobial resistance pattern; the event involves 32 patients in three hospitals who have acquired the bacterium, after two weeks; and the event has the potential for rapid spread to other patients in the same hospital as well as to other hospitals.
The expert panel affirmed also that the second decision instrument criterion was met as several newborn deaths associated with this bacterium are highly unusual, nationally and globally. However, one expert panel member commented that the information given in the scenario is not sufficient to determine whether infections due to NDM-1-producing bacterial strains have already occurred in the country before, thus not allowing an assessment of the second criterion. For real-life events the lack of information should always lead to attempts to obtain that information, to regular reassessment, and to consultation with WHO when there is a doubt on the issue of notification (as provided by Article 8 of the IHR). Under the IHR, countries have an explicit opportunity to initiate a "consultation" with WHO to determine an appropriate response for events not requiring formal notification, or where information is insufficient to complete the decision instrument at the time of initial assessment.
The risk of international spread is based on the probable connection between this event and international travel by one patient who had a history of medical tourism to a NDM-1 prevalent area in another country. Regarding the risk of international travel or trade restrictions, the expert panel members were unanimous in their assessment. The event does not provide any indication that previous hospital outbreaks caused by this bacterium have resulted in such restrictions. In addition, there are no indications of links to exported products or to international tourism, and there is no evidence of requests for more information from other countries.

Scenario 3 –Anomalous heating in core of nuclear reactor

Today at 08:45, your office was informed by the National Crisis Centre that a nuclear power plant in your country is heating up more than normal since yesterday. Although the reactor was put into shut-down mode the temperature in the core continues to rise considerably. The cause is still unknown. Because the temperature in the core was supposed to gradually fall, it is suspected that something unusual is occurring. As a consequence of the shut-down, there is some disruption of electricity supplies since the 5,000-megawatt reactor provides about 1/10th of the country’s electricity. The authorities in charge are concerned that this situation could worsen. While it is unclear whether the unusual rise in temperature will ultimately result in a radioactive release to the environment, similar events in the past have resulted in such leakage. The affected nuclear power plant lies some 120 kilometers from an international border. There are 50,000 people living in a 30 km radius from the location of the nuclear power plant.

	Questions
	Is the public health impact of the event serious? 
	Is the event unusual or unexpected?
	Is there a significant risk of international spread?
	Is there a significant risk of international travel or trade restrictions?
	Does this event need to be notified to WHO under Article 6 of the IHR?

	Expert panel
	Yes
	Yes
	No
	No
	Yes


This event was deemed notifiable by the expert panel. Notification gives WHO the opportunity to liaise with the International Atomic Energy Agency (IAEA) in a timely manner and to be able to offer assistance to the affected country with regard to assessment and management of public health risk. The event indicates that notifiable events can arise from a situation with a potential risk of an exposure to ionizing radiation due to an accidental release of radioactive materials into the environment. When mitigation of a radiological or nuclear emergency falls outside the competence of national health authorities, it is imperative for risk assessment to establish operational and functional links with appropriate national authorities dealing with radiation emergencies and to coordinate the response of health authorities with these agencies. Similarly, if the notification received by WHO involves the competency of the IAEA, WHO is required under the IHR to immediately notify the IAEA. 
In the context of a similar event in the “real world”, the National IHR Focal Point of the affected country may decide to consult WHO (under Article 8 of the Regulations) when information is not sufficient enough to complete a definitive assessment with the decision instrument. This consultation process allows countries to keep WHO informed and to have a confidential dialogue with WHO on further event assessment and appropriate response measures to be taken. Irrespective of the type of communication, WHO’s ability to effectively support States Parties in responding to public health risks and emergencies is critically dependent on the timeliness in sharing information.

The expert panel affirmed the first decision instrument criterion given that similar events resulted in a release of radioactive contamination. For this evolving event, there is a risk of radioactive release in the atmosphere that may lead to contamination of a large area and to affect a high number of people in the proximity to the nuclear power plant. Thus the event may have a serious public health impact in the future. Importantly, the “seriousness” criterion of the decision instrument weighs both the immediate and potential future consequences of an event on the health of human populations (please see sub-question number 2 appearing in the second part of IHR Annex 2). The assessment of the IHR notification obligation needs therefore to consider whether an event carries a potential for delayed public health consequences and requires immediate action to reduce this risk.

With respect to the second criterion, unusualness is fulfilled because such serious disruption in a nuclear power plant is highly unusual (please see the 3rd example of sub-question number 4 appearing in the second part of Annex 2). It is also unexpected that the reactor core temperature rises considerably despite the shutdown. However, such an assessment cannot be conducted by health officials alone as the subject area of nuclear safety requires special expertise and calls for an established and functional mechanism for consulting with appropriate national authorities. 
Regarding the third decision instrument criterion, the expert panel did not consider it fulfilled because there is currently no radioactive release (please see the 2nd example of sub-question number 7 in the second part of Annex 2). For the assessment of this criterion, Annex 2 provides that only an imminent risk of international spread is significant for the purposes of the IHR notification requirement. The last decision instrument criterion was not regarded as fulfilled as it is unlikely that the situation described would lead to any international travel restrictions. In the past, such restrictions have only been instituted when there is an actual radioactive release.

Scenario 4 –Suspected methanol poisoning

The ministry of health reports that 16 cases, including 4 deaths, of suspected methanol poisoning had been detected during the last week. The clinical picture compatible with methanol poisoning was characterized by abdominal pain, nausea, vomiting, headache and blurred vision, with a history of consumption of a locally produced alcohol liquor. The alcohol liquor in question had been sampled and sent for testing to the toxicological centre. While the toxicological forensic analysis is pending and the investigation is still ongoing, public health authorities have started to confiscate the suspicious liquor, strengthen surveillance of the event and to run public awareness campaigns on the risk. The product, which is not officially registered in the country, has been sold via internet to several neighbouring countries.

	Questions
	Is the public health impact of the event serious? 
	Is the event unusual or unexpected?
	Is there a significant risk of international spread?
	Is there a significant risk of international travel or trade restrictions?
	Does this event need to be notified to WHO under Article 6 of the IHR?

	Expert panel
	Yes
	Yes
	Yes
	Yes
	Yes


The expert panel considered the event to be notifiable because it has a high public health impact, it is unusual and unexpected and there is a risk of spread of a public health hazard across an international border. Notification of this event may give WHO an opportunity to offer assistance for the investigation and to recall the hazardous product to avoid further exposure. Moreover, other countries can be warned by WHO about the danger posed by the liquor, allowing the potential identification of further cases and to prevent any unnecessary travel and trade restrictions. This scenario emphasizes that notifiable events can extend beyond communicable diseases and may arise from chemical agents.
The expert panel concurred that this is a serious event because methanol poisoning is a serious disease with high risk of blindness or death and there are already four fatal cases involved. In addition, the suspicious product has been sold via illegal and unofficial channels, so the real extent of the risk remains unknown.
Given the reactions indicated in the scenario (ministry involvement, confiscation, and forensic analysis), the event was considered by the expert panel to be unusual. Nevertheless, no information is given on previous instances of methanol poisoning in this country.
For the last two criteria of the decision instrument, the expert panel deemed the risk of both international spread and restrictions on similar imports to be significant. The suspicious source of the disease, the liquor, has been sold internationally, via the Internet. Thus, if the liquor is confirmed to be the source, cases may suddenly appear in other countries - without any warning. In this context, it is very likely that other countries will immediately ban the import of this specific product, and there may even be a ban on imports of all kinds of liquor from the affected country.

Scenario 5 –Adverse events following vaccination
You are informed that four fatal cases of adverse events occurred in recent weeks following administration of yellow fever vaccine manufactured by a company abroad. This vaccine is prequalified by WHO and supplied to several countries for routine immunization, campaigns, outbreak control, and for immunization of travellers. All four cases were recipients of a single lot of vaccine, during a yellow fever vaccination campaign in the Northern Province. Yellow fever vaccination has been suspended by national authorities, following the report of the first fatal case. It is estimated that 34,674 persons have been vaccinated with the specified lot. These four cases, ranging in age from 21 to 74 years, presented with a similar clinical picture of fever, headache, malaise and diarrhea, progressing rapidly to distributive shock and irreversible multiple organ failure. Their onset of symptoms ranged from less than 24 hours to one week after vaccination. No additional suspected cases of viscerotropic disease have been identified at this point and all other reports of adverse events following yellow fever vaccination have been characterized as mild and fully recovered.

	Questions
	Is the public health impact of the event serious? 
	Is the event unusual or unexpected?
	Is there a significant risk of international spread?
	Is there a significant risk of international travel or trade restrictions?
	Does this event need to be notified to WHO under Article 6 of the IHR?

	Expert panel
	Yes
	Yes
	Yes
	Yes
	Yes


In this event, the potential threat is due to the suspicion that a vaccine might be the cause of an adverse event following vaccination. In fact, the unusual clinical picture and the wide range of latent periods before symptoms suggest that the four deceased cases may be coincidental. The expert panel members were nonetheless concordant in their assessment that the described event met at least two of the four criteria in the decision instrument, and thus needs to be notified to WHO under Article 6 of the IHR (2005). This notification does not imply that the event is actually caused by the vaccine or the vaccination. As a precautionary measure, however, this event should be treated as if it was caused by the vaccine product or the vaccination procedure and notified accordingly.

Based on the current information, the expert panel considered that for this scenario all the four criteria of the Annex 2 decision instrument were fulfilled. Nevertheless, there are a number of uncertainties regarding the “seriousness” criterion of the decision instrument. Although there are already four deaths that may be related to vaccination, causation has not yet been established. However, until the opposite is proven the event should – for now at least – be regarded as a suspect vaccination adverse event. Irrespective of the as yet unknown causation, the event was also considered serious by the expert panel because the vaccination campaign has been suspended, leaving many people unprotected.
The expert panel felt that the second criterion of the decision instrument was met because death following yellow fever vaccination is highly unusual, and thus unexpected. In general, serious side effects associated with yellow fever vaccination are extremely rare (the rate of viscerotropic disease is expected to be lower than 4/1.000.000 doses).
The last two decision instrument criteria were regarded by the expert panel as fulfilled because the suspected vaccine was imported from another country and is also exported to several other countries. Although the link to the vaccine is still under investigation, the event may lead to restrictions on its sale and use until additional analysis has been performed on other batches.

This and the two previous events show that notifiable events may extend beyond communicable diseases and address risks associated with pharmaceutical products, chemical contamination of (food) products or the environment, or the release of radio nuclear material or another toxic release. The IHR notification requirement does not seek to replace the existing pharmacovigilance systems or other activities relating to the detection, assessment and prevention of adverse effects of medicines. It simply represents a parallel reporting mechanism for the early detection of events of international public health concern.

Comment on discrepant outcomes of individual assessments

In general, determining whether the Annex 2 decision instrument criteria have been met requires an informed judgment on the part of the user. Such judgment is always influenced by the users' particular experience, knowledge and perceptions. As such there is no absolute right or wrong answer to the assessment questions and a certain level of disagreement in the assessment of the decision instrument criteria between different users is to be expected. The limited amount of contextual information in these scenarios and the deliberately non-specific nature of Annex 2 leave considerable room for individual users’ interpretations. This tutorial seeks to give users an opportunity to practice the systematic assessment of the criteria and an opportunity to compare the outcomes of their assessment with that of a small group of experienced experts. The value is in understanding the assessment processes to make good use of Annex 2 rather than arriving at identical conclusions among all users.
� WHA. Implementation of the International Health Regulations (2005): Report of the Review Committee on the Functioning of the International Health Regulations (2005) in relation to Pandemic (H1N1) 2009, WHA64/10. May 5 2011. Available from http://apps.who.int/gb/ebwha/pdf_files/WHA64/A64_10-en.pdf


� EB136/22 Add.1. Implementation of the International Health Regulations (2005)


� World Health Organization (WHO): WHO’s Guidance for the Use of Annex 2 of the IHR (2005): Decision instrument for the assessment and notification of events that may constitute a public health emergency of international concern. Available at: http://www.who.int/ihr/Annex_2_Guidance_en.pdf. 2008.
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