4th 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 fourth Tutorial on Annex 2 of the IHR (2005).
We invite you to participate in another Tutorial for notification assessment according to the Decision Instrument in Annex 2 of the IHR (2005). This online Tutorial provides you with an opportunity to practice using the Decision Instrument and benefit from the feedback from the expert panel. Its purpose is to support staff of National IHR Focal Points (NFPs), as well as other decision-makers concerning event reporting, in increasing the sensitivity and consistency of the notification assessment process under the IHR. The Tutorial takes into account the recommendation made by the IHR Review Committees


 that NFPs need further guidance, training and that their functions need to be strengthened.

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 overall goal of the Tutorial is to increase compliance with the reporting of public health risks that meet the criteria for notification under the IHR. 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.
Disclaimer

The designations employed and the presentation of the material in this publication do not imply the expression of any opinion whatsoever on the part of the World Health Organization concerning the legal status of any country, territory, city or area or of its authorities, or concerning the delimitation of its frontiers or boundaries.
All reasonable precautions have been taken by the World Health Organization to verify the information contained in this publication. However, the published material is being distributed without warranty of any kind, either expressed or implied. The responsibility for the interpretation and use of the material lies with the reader. In no event shall the World Health Organization be liable for damages arising from its use.

© Copyright World Health Organization (WHO), all rights reserved.
■ Scenario 1: Hepatitis E outbreak in refugee camps
The ongoing civil war in a neighbouring country led to the influx of more than one million displaced persons across the frontier. Most of these individuals are living in refugee camps in immediate proximity of the border which has been closed to all traffic in order to curb the influx of refugees. During the last weeks, an outbreak of hepatitis E has infected close to 600 and left 12 dead in two separate refugee camps. Four of the 12 deaths were pregnant women. Pregnant women are particularly susceptible to the disease and represent a much higher death rate than the normal population. Humanitarian agencies use centralized batch chlorination for water treatment in the camp settings. The reason for the recontamination of previously safe water after distribution is still not understood. Chlorine disinfection is normally an effective strategy to control HEV waterborne transmission.
	► 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: Lassa fever outbreak

You have been notified of a new outbreak of Lassa fever in a southern province where Lassa fever is endemic. The outbreak is on a downward way, involving 12 suspected cases of Lassa fever with one death. The cases presented with a range of symptoms which include fever, nausea, diarrhoea, vomiting, bleeding, and seizures in some cases. Lassa fever is an endemic disease in the country. During the last six months, 138 cases of Lassa fever have been reported from 14 provinces. There is a total of 54 laboratory confirmed cases with a case fatality ratio of 12% among hospitalized patients. Enhanced surveillance, field investigations, social mobilization and clinician sensitization are ongoing.

	► 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: Human infection with influenza A(H5N6) virus

The national influenza centre reported today one additional laboratory-confirmed case of human infection with influenza A(H5N6) virus. Sequence results of virus material have shown that all internal genes are of avian origin. The 53 year old case presented with respiratory tract infection with progression to severe pneumonia with breathing difficulties. Close contacts of this case remain healthy. To date, a total of 28 patients have been laboratory confirmed with influenza A(H5N6) virus within the country; of these, seven people have died. To date no epidemiological link between the cases has been identified. An investigation including follow-up of contacts is ongoing. The government is actively investigating this event and has instituted enhanced surveillance, laboratory strengthening and training of health care professionals for detection, reporting and treatment.
	► 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: Rift Valley fever outbreak
A health district office of the Ministry of Food and Agriculture reported a wave of abortion and mortinatality in livestock, including cattle and sheep. Simultaneously, a suspected haemorrhagic fever outbreak occurred in the same area involving about 10 human cases presenting fever, cough, headache, intense fatigue, and some of them jaundice or bleeding from the nose. Today, all samples collected from eight human suspected cases have been found positive for Rift Valley fever following detection of RNA by PCR or IgM antibodies by ELISA. All cases had contact with livestock and come from a town at the border with the neighboring country. A well-integrated control program for limiting the disease in both human and animal populations will now be implemented. Since several years, there is serological evidence of Rift Valley fever virus circulation in sheep, goats and cattle in the country and area.
	► 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: Detection of falsified malaria medicines

Several hospitals reported a sudden increase of severe cases and mortality following falciparum malaria infections despite treatment with a combination of artemether and lumefantrine. Because the number of fatal cases is significantly higher than usually samples of the used malaria medicine were sent for testing to a WHO prequalified laboratory. Today, you were informed that the samples of artemether and lumefantrine contain no active pharmaceutical ingredient at all. The falsified medicines, which were manufactured illegally in another country, are very persuasive and accurate reproductions of the original. The extent of the geographical impact is unknown.

	► 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 4th Tutorial on Annex 2

In order to provide members of National IHR Focal Points 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


Explanations of the responses proposed by the expert panel

Scenario 1 – Hepatitis E outbreak in refugee camps
The ongoing civil war in a neighbouring country led to the influx of more than one million displaced persons across the frontier. Most of these individuals are living in refugee camps in immediate proximity of the border which has been closed to all traffic in order to curb the influx of refugees. During the last weeks, an outbreak of hepatitis E (HEV) has infected close to 600 and left 12 dead in two separate refugee camps. Four of the 12 deaths were pregnant women. Pregnant women are particularly susceptible to the disease and represent a much higher death rate than the normal population. Humanitarian agencies use centralized batch chlorination for water treatment in the camp settings. The reason for the recontamination of previously safe water after distribution is still not understood. Chlorine disinfection is normally an effective strategy to control HEV waterborne transmission.

	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
	No
	Yes
	No
	Yes


The expert panel concurred that this event has potential high public health impact and that there is a significant risk of spread of the viral disease across an international border. As this outbreak meets two of the four criteria in the Annex 2 decision instrument, it must be notified to WHO 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 high number of cases;

· the potential for many more cases (due to the large number of refugees), the high population density in the two refugee camps, and that the source of this outbreak is still unknown and exposure to it may occur over multiple incubation periods;

· the population at risk (displaced people) is especially vulnerable to severe illness with this infection (pregnant women, young children and the elderly);

· the public health response could be hindered or delayed because of armed conflicts or the closure of borders;
· external assistance from humanitarian agencies is needed to control the outbreak.

The event has not been assessed by the expert panel to be unusual or unexpected. Hepatitis E is known to be a problem among people living in crowded and unsanitary conditions such as camps for refugees and internally displaced people. Globally, the overall case fatality ratio for HEV has been reported to range from 0.2% to 4% (here 2%); mortality in pregnant women can be as high as 10%–25%.
The expert panel considered the third criterion as fulfilled because the event caused by an environmental contamination has the potential to spread internationally. The ongoing civil war situation implies an uncontrollable movement of highly mobile refugees across borders, thereby posing a significant risk of international disease spread. However, one expert did not assess the risk of cross border transmission to be significant because the outbreak seems to be confined to the two refugee camps and the closest border is locked. In addition, he considered the risk that a refugee crosses the border during the incubation or infectious period and infects someone directly in the other country or contaminates water in the other country to be low. This example shows that there is no absolute right or wrong answer to the four assessment questions and a certain level of disagreement between different users is to be expected. Individual differences in the assessment may attest to the influence of the specific users’ experience, knowledge and perception on their judgement (please see below comment on the deviating assessments of the notifiabilty and the four decision instrument criteria).
The expert panel deemed the risk of travel or trade restrictions to be unlikely as other countries are likely to view this outbreak as a problem that is confined to the two refugee camps. Moreover, outbreaks of hepatitis E or similar diseases in refugee camps have rarely caused such restrictions before.
For the identification of notifiable events it is better to ’err on the safe side’. For real-life events, the lack of information should always lead to attempts to obtain it, to regularly reassess the event, and to consult 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.
Scenario 2 –Lassa fever outbreak
You have been notified of a new outbreak of Lassa fever in a southern province where Lassa fever is endemic. The outbreak is on a downward way, involving 12 suspected cases of Lassa fever with one death. The cases presented with a range of symptoms which include fever, nausea, diarrhoea, vomiting, bleeding, and seizures in some cases. Lassa fever is an endemic disease in the country. During the last six months, 138 cases of Lassa fever with 62 deaths have been reported from 14 provinces. There is a total of 54 laboratory-confirmed cases with a case fatality ratio of 12% among hospitalized patients. Enhanced surveillance, field investigations, social mobilization and clinician sensitization are ongoing.

	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
	No
	Don’t know
	No
	No


The expert panel considered, for this scenario, that three of the four criteria of the decision instrument were not fulfilled, and that the event is therefore not notifiable. However, national authorities may decide to consult with WHO (under Article 8) and reassess the event in the coming days.
The expert panel concurred that this is a serious event because there are 12 cases of a suspected severe disease, probably Lassa fever, and there is potential for further spread. In addition, outbreaks of viral hemorrhagic fevers such as Lassa, Ebola, Marburg, Rift Valley, and Crimean-Congo hemorrhagic fevers are unpredictable.

Given that Lassa fever is endemic to the country and that there have already been more than hundred cases, a cluster of 12 cases in another location is not unexpected. Thus, the event was not considered by the expert panel to be unusual or unexpected.
The expert panel found that the information given in the scenario is not sufficient to determine the risk of transboundary spread, thus not allowing an assessment of the third criterion. There is no information with respect to cross border movement or the location of the cluster in relation to land borders. 

The risk of travel and trade restrictions was considered by the expert panel not to be significant because countries where Lassa fever is known to be endemic are not subject to such restrictions.

Scenario 3 –Human infection with influenza A(H5N6) virus
The National Influenza Centre reported today one additional laboratory-confirmed case of human infection with influenza A(H5N6) virus. Sequence results of virus material have shown that all internal genes are of avian origin. The 53 year-old case presented with respiratory tract infection with progression to severe pneumonia with breathing difficulties. Close contacts of this case remain healthy. To date, a total of 28 patients have been laboratory-confirmed with influenza A(H5N6) virus within the country; of these, seven people have died. To date no epidemiological link between the cases has been identified. An investigation, including follow-up of contacts, is ongoing. The government is actively investigating this event and has instituted enhanced surveillance, laboratory strengthening and training of health care professionals for detection, reporting and treatment.
	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


This scenario is different from the rest, because any case of human influenza caused by a new subtype is notifiable under the IHR, irrespective of the context in which they occur. A new influenza subtype, as defined in the WHO case definitions, is deemed always to be unusual or unexpected and may have serious public health impact, and hence must be notified to WHO in all circumstances.

Scenario 4 –Rift Valley fever outbreak
A health district office of the Ministry of Food and Agriculture reported a wave of abortion and mortinatality in livestock, including cattle and sheep. Simultaneously, a suspected haemorrhagic fever outbreak occurred in the same area involving about 10 human cases presenting fever, cough, headache, intense fatigue, and some of them jaundice or bleeding from the nose. Today, all samples collected from eight human suspected cases have been found positive for Rift Valley fever following detection of RNA by PCR or IgM antibodies by ELISA. All cases had contact with livestock and come from a town at the border with the neighboring country. A well-integrated control program for limiting the disease in both human and animal populations will now be implemented. Since several years, there is serological evidence of Rift Valley fever virus circulation in sheep, goats and cattle in the country and area.

	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
	No
	No
	Yes
	Yes
	Yes


The expert panel considered the event to be notifiable because there is a significant risk of both international spread and trade restrictions. Notification of this event gives WHO an opportunity to offer support with respect to surveillance, laboratory diagnosis, social mobilization and case management-related interventions. Notification also enables other States Parties to detect and respond to potential Rift Valley Fever (RVF) cases in humans and animals in a timely manner and to prevent further spread of the disease.

The expert panel did not concur that this event is serious as people with RVF typically have either no symptoms or a mild illness associated with fever and liver abnormalities. To date, no human-to-human transmission of RVF has been documented. For this event, there may be more cases, but the preventive measures are usually sufficient to limit further cases.
Given that the clinical manifestation presented by the cases is usual for this disease and that RVF is known to this country, the event was not considered by the expert panel to be unusual.
For the last two criteria of the decision instrument, the expert panel deemed the risk of international spread and trade restrictions to be significant. RVF has demonstrated the ability to spread rapidly internationally either through the movement of infected animals or mosquitos across nearby borders or through international travellers during the incubation period. There is a significant risk of trade restrictions on live animals. The movement of herds across borders needs to be controlled to stop the epizootic.
Scenario 5 –Detection of falsified malaria drugs
Several hospitals reported a sudden increase of severe cases and mortality following falciparum malaria infections despite treatment with a combination of artemether and lumefantrine. Because the number of fatal cases is significantly higher than usual, samples of the used malaria drugs were sent for testing to a WHO prequalified laboratory. Today, you were informed that the samples of artemether and lumefantrine contain no active pharmaceutical ingredient at all. The falsified drugs, which were manufactured illegally in another country, are very persuasive and accurate reproductions of the original. The extent of the geographical impact is unknown.
	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 concurred that the event potentially has high public health impact, is unusual and unexpected and that there is a significant risk of international spread and trade restrictions. The event must therefore be notified to WHO under the IHR (2005).
The expert panel affirmed the first decision instrument criterion because of the significant higher number of fatalities as a result of treatment with ineffective drugs. The event may cause high mortality if these falsified drugs have been distributed to other hospitals and/or other countries. The notification assessment must also consider whether an event carries a potential for future impact on public health and requires immediate action to reduce the potential consequences.
The expert panel assessed the potentially severe falsification of these advanced anti-malaria drugs to be unusual and unexpected.
As it is likely that such a professional falsification scheme has involved sales to more than only one country, the expert panel deemed the risk of international spread to be significant.
The expert panel considered that there was also the risk of trade restrictions against the country where the falsified drugs are manufactured. Other countries may also question the authenticity of other drugs from this country.

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)


� http://apps.who.int/gb/ebwha/pdf_files/EB140/B140_14-en.pdf


� 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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