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Morning, September 20, 2006

SETTING THE STAGE
Chair: Dr. Ron St. John

I am the Director-General for the Centre for Emergency Preparedness and Response at
the Public Health Agency of Canada. It’s a privilege and a pleasure to welcome you here, first to
Canada and second to the International Development Research Centre... Council, sorry, and to
this meeting.

I’d like to first of all introduce our Deputy Chief Public Health Officer of Canada,

Dr. Bob Clarke, who will say a few words as well.

Dr. Bob Clarke

Thanks, Ron.

Again 1’d like to just welcome you all here on behalf of the Canadian government and
also the Public Health Agency of Canada, IDRC and all those who helped prepare for this
meeting. This is a very important meeting for us, and I think just from the interest that has been
generated in this meeting. The International Health Regulations are certainly something that we
need to learn more about, and the issues around governance and application of these
International Health Regulations will be a very interesting discussion.

So | really welcome you here and look forward to hearing the proceedings of this

meeting. Thank-you.

Dr. Ron St. John
Thank-you. Dr. Lazar?

Dr. Harvey Lazar
I’m Harvey Lazar. I’m not on the agenda, but I’d just like to tell you in 15 seconds that

the boardroom you’re in is the boardroom of the International Development Research Centre,
which is an NGO, a Canadian NGO with sponsorship from the Canadian government which
works at arm’s length, and it’s one of the... The pictures you see on the walls around you are

former members of the board of IDRC and | would just say, in Canada we think it’s one of the



most effective NGO’s around the world, and I just thought you might want to know where you
are. If there’s anyone from IDRC who would like to add a word about just the nature of what you
do...? No? Okay, so thank-you for that.

Dr. Kumanan Wilson

I thought we’d begin with just a round of introductions. My name’s Kumanan Wilson. |
again would like to thank everybody for participating in this event.

I’m a physician at the Toronto General Hospital, I’m with the University of Toronto and
Queen’s University, and I’ll be making a few more comments later about how we hope this

workshop unfolds.

Dr. David Fidler
I’m David Fidler. I’'m a Professor of Law at Indiana University School of Law in

Bloomington, Indiana.

Dr. Jeffrey Scott

I’m Jeff Scott, I’'m Chief Medical Officer of Health, Province of Nova Scotia, in Canada.
[Several speakers inaudible]
Dr. Jianzhong Zhang

I’m Zhang Jianzong from the National Institute of Communicable Disease Control and
Prevention, China’s CDC.
Dr. Sampath K. Krishnan

I’m Dr. Sampath Krishnan, I’m the Coordinator of Communicable Diseases Surveillance

at the country office of the WHO in India.

[Several speakers inaudible]



Mr. André Basse
Je suis Andre Basse. Je suis diplomate de formation et j’ai négocié donc le Reglement
sanitaire international pour le compte du Sénégal et pour le compte du Groupe africain. Merci.
[inaudible]

Dr. Expedito Luna
I’m Expedito Luna, | come from the Ministry of Health of Brazil, where I’m the Director

of Communicable Disease Surveillance and Control.

Dr. Anthony A. Marfin

Hi, I’'m Anthony Marfin, and I’'m the Deputy Director of the Division of Global
Migration and Quarantine at the United States Centers for Disease Control and Prevention, and
I’m here representing the Department of Health and Human Services.

[inaudible]

Mr. Bruce Plotkin
Good morning. Very glad to be here. My name is Bruce Plotkin. I am the legal expert on
the International Health Regulations implementation team, so | work at WHO together with the

rest of the team that is implementing the IHR.

[Two speakers inaudible]

Dr. Ron St. John

Thanks very much. I would ask please that you remember to use the microphone when
you speak because we do have translation and we are trying to record the proceedings, so they’ll
miss it if we don’t use the microphone, so | would appreciate it if you would just press the red

button when you speak. Thank-you.

Dr. Kumanan Wilson
Once again I’d like to thank everybody on behalf of the conference organizers for making

it to this workshop, and in particular I would like to thank those that have travelled long



distances to make it here. I know many of you were on flights most of the day yesterday, and |
apologize for any inconvenience you may have experienced.

Up-front, is there any logistical issues or concerns? | think we can direct people to
Christopher, myself or Patty and we’ll try to help with any of those issues.

Most of you have received some of the information leading up to this workshop, and
again the very broad objective is to understand the governance challenges to implementing the
International Health Regulation, focusing specifically on how these governance challenges are
unique to federal nations or non-federal nations that have decentralized systems of government.

And in essence there’ll be two major points of emphasis during this workshop. One is |
think obviously everybody here recognizes the importance of the IHR and the importance of the
work a lot of people are doing around the table here, and the necessity to effectively implement
the International Health Regulations. And then the International Health Regulations also offer
several unique challenges, it’s in many ways a revolutionary new approach to managing some of
the problems in a globalized world, and because of its uniqueness countries with older systems of
government — such as federal states and unitary states — may have difficulties in adapting to this
new approach.

The overall goal is to hopefully have a relatively frank and open discussion on these
governance challenges, but most importantly it’ll be for each of us to learn from each other and
learn from each other’s experiences, and then from the synthesis of the information that comes
out of this workshop we hope to provide some key messages and learning materials for others to
benefit from as well.

The general approach is this will be a two-day workshop. We are fortunate to have nine
country presentations — these will be approximately one hour each — and we’ll also have two
presentations representing more regional perspectives.

In general these presentations will be approximately 20 to 30 minutes — there’s obviously
flexibility depending on the amount of content — and then 1 think the most critical component
will be a discussion where each of you will have an opportunity to ask questions — and very
specific questions if you wish — about some of the challenges countries may be experiencing.

Just a point of clarification, people were invited here as experts in public health in the
IHR from a specific country, not necessarily as representing that country. If they wish to state

that they would be representing the position of their country they are free to do so, but otherwise



we will not take the comments as being representative of the country from which they came. Not
an official statement.

Again, just another point of clarification. This again is not in a... the objective of this
workshop will not be to identify past problems or any challenges people have had in the past —
unless that’s an essential part of the background — but primarily to look forward and again to
describe strategies countries may be working on or beginning to examine to overcome the
potential governance obstacles to implementing the International Health Regulations.

And finally — and we’ll discuss it a bit more at the end of the workshop — we will be
providing edited transcripts to all participants for their comments and feedback. From the
information we obtain from this workshop we hope to develop a list of key messages and the
suggested strategies to assist federal nations and decentralized states to assist them with some of
the governance challenges that will be discussed, and then ideally we could develop learning
materials to more concretely assist countries in the WHO in this very important process.

Perhaps we can take a few quick questions on any points here that were particularly
unexpected or require clarification...? No? Okay, thank-you very much. I think we’ll begin with
our first presentation. Does anybody on the conference organizing committee want to make any

comments? No?

Dr. Ron St. John
The first speaker | believe is Bruce. You’re going to speak first, is that correct? Tony, |
mean. Sorry, beg your pardon. Sorry, Bruce is WHO. No, I’m sorry, is David Fidler speaking

now? Yes, you put me off-track, Kumanan.

Dr. Kumanan Wilson
| apologize.

Dr. Ron St. John
Sorry, | apologize. | got off-track. David, you’re going to go first. Sorry about that. | got
off-track.



Dr. David Fidler — Overview of the New IHR

Thank-you. Just let me first personally thank Kumanan, Chris, Harvey, and Ron for
inviting me to participate in this event. It’s those gentlemen that really had the vision, the
perseverance and the patience to see this gathering come together, and | just wanted to thank
them personally for including me in this. 1’d also like to thank all of you for coming to be a part
of this. I know many of you have busy and probably impossibly busy schedules but you found
time to join us on this effort.

| say these thank-you’s not just a matter of etiquette but I think that it also reflects well on
all the time and effort that you and the organizers of this effort have put together, and it sort of
underscores for me, | think, the two themes of what | want to talk about in my brief remarks this
morning, and | promise 1’m going to be brief.

I think this event and your participation in it highlights the importance of the new
International Health Regulations in two contexts. First, I think us getting together to talk about
this signals appreciation of the new International Health Regulations as a governance mechanism
in global health, and second it also signals appreciation that this important innovation that the
new IHR represents in terms of global health governance depends critically on its effective
implementation in countries throughout the world, and I just want to briefly share some thoughts
on the themes of innovation and implementation that I think are really at the heart of what we’re
going to be doing today and tomorrow.

Now, a major theme of the writing and the scholarship that I’ve done on the new
International Health Regulations has attempted to convey both conceptually as well as practically
how radically different the new International Health Regulations are from the approach that was
taken in the past with the IHR and the predecessor international legal regimes that were
established, and I call that older approach the classical regime.

My talk is billed as an overview of the new IHR but I just want to make sure that... you
should rest assured I’m not going to go through all the different ways in which the new IHR
differ from the old classical approach, which is actually a relief for me because most audiences |
talk to about this have absolutely no idea about the details. 1 think this group actually
understands the way in which it’s different so I’m not going to go into those details.

But what | do want to talk about is to focus a little bit on these themes of innovation and

implementation, because | think it’s important. And as | started thinking about making remarks



to this group | began to sort of have flashbacks, memories of the years that 1’d been working on
the IHR, and 1 can still vividly recall some of my first forays into the world of international law
and public health, which would be just about over ten years ago now. | naively assumed, as a
rather ill-informed international lawyer on issues of public health, that people in both
international and public health would know about the International Health Regulations and
would also be interested in them. The most typical response | received to my early inquiries were
either blank stares of total incomprehension — which is indicating that people I was talking to had
absolutely no idea that the IHR existed — or laughter, which indicated that the people I was
talking to thought that my interest in the International Health Regulations, or that the
International Health Regulations themselves, were something of a joke.

It’s very different today. Today | get inquiries from people about the new IHR. People
are interested in how the new International Health Regulations relate to security objectives
concerning biological weapons. They want to know about how the new International Health
Regulations fit with the rules of international trade law that operate at the World Trade
Organization. They want to know how the International Health Regulations contribute to the
health-related millennium development goals that the United Nations has established. And they
want to know how the new International Health Regulations incorporate human rights principles.

Now, often these questions — and others which | haven’t mentioned — they come from
people who are not experts in public health, they’re not experts in international law, they come
from people working on national security, development policy, the protection of human dignity,
or issues related to the liberalization of international trade, and this indicates just an extent to
which the new International Health Regulations has impacted across such a wide range of policy
areas.

I’ve also been asked why has the UN Secretary-General stressed repeatedly the
importance of the new International Health Regulations with respect to strategies that he and
others are devising for reform of the entire United Nations. Why, I’ve also been asked, have
high-level panels and experts linked the new International Health Regulations with developing
new forms of governance, not only globally but also at the national level.

Now, the nature and frequency of these questions have of course been stimulated by the

impact of events that have taken place in the world, particularly the outbreak of SARS, the



concerns that exist about bioterrorism, the issues related to avian influenza, and of course the
fear about pandemic influenza.

Now, recognition of the importance of the governance innovation that the new
International Health Regulations represents comes, | think, tempered with an appreciation of the
seriousness of the challenges that the new International Health Regulations and | explain to
people how radically different and historic the new International Health Regulations are as a
matter of international law and international governance, people don’t stare at me with blank
faces and — at least not to my face, anyway — they’re not laughing at what I’m saying. But what |
do tend to get is the raising of the skeptical eyebrow when | describe how new and different this
is. They understand conceptually what I’m talking about in terms of how innovative the new
International Health Regulations are, but | think they’re wondering about the implementation of
this new innovation, and you sort of see them thinking, “If it sounds too good to be true, it
probably is.”

Now, international lawyers are accustomed, they’re very used to this kind of skeptical
reactions because we have to live with them all the time. States’ international organizations in
many different realms of international relations create new, innovative schemes, new treaties , all
the time, and these often raise hopes that we’re finally going to turn the corner. Of course often
those hopes are never achieved because those innovations are never implemented to the point at
which the promise becomes reality.

And we’ve actually seen this pattern in global health on a number of occasions. After all,
once upon a time the classical regime in the old international health regulations were also
considered innovative and progressive, and of course that image no longer exists because that
image has been tarnished by the failure of states to implement the innovations effectively and to
comply with those regimes.

So implementation is really what this meeting is all about. The scope and substance of the
new International Health Regulations are innovative but they’re also much, much more
demanding of countries and of the World Health Organization than any previous incarnation of
these set of rules. In addition, the harmonization of a global strategy — which is achieved at the
level of the International Health Regulations — meets in this implementation phase the diversity

of governmental systems and public health realities that exist around the world.



We are essentially facing today a challenge — and I’m going to paraphrase Edmund
Burke, here — and that challenge is achieving a unity of purpose globally through the diversity of
operations locally.

This is why | personally think that this meeting — as well as WHO’s ongoing efforts on
implementation — is so critical, and | do really look forward to hearing the views and the
opinions of the people that are gathered around here today.

And | really can’t think of any better way to close my brief remarks this morning than to
yield the floor to our colleagues at the World Health Organization who | think shouldered
successfully the need to achieve innovation in global health governance, but who also now have
to face, shoulder to shoulder with the rest of us, the challenge of implementation, the challenge
of turning that remarkable vision into a sustainable governance framework for the 21st century.

Thank-you.

Dr. Ron St. John
Thank-you very much, Dr. Fidler. We’ll now turn the floor over to — in proper order,

Stefano, you go first — Stefano Lazzari from the Lyon Office of WHO.

Dr. Stefano Lazzari — Current WHO Approaches to Implementation Activities

Yes, good morning everybody. We decided to switch presentations simply because mine
will be a bit more informative in providing you with an update of where we are in terms of WHO
activities towards the implementation of IHR, and Bruce will go there a bit more into the more
key topics for discussion for this meeting which is the governance and the issue of federalism
and how this can be addressed.

I have a short presentation. I’m going to try to keep it just to the main points, the main
concept, and provide you really with some useful information on that.

Perhaps while the presentation is coming up let me just say that WHO is organizing itself
in terms of IHR implementation re. IHR secretary to the group that followed discussion the text
of the regulations is now being restructured under the leadership of Dr. Rodier that most of you
know, and is organizing itself around a number of areas that I will illustrate you in
implementation, recognizing that so many different partners and peoples and expertise is

required.
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This is very much construction and work in progress, and I’m just going to try to give
you an update of where we are with some of these aspects.

Of course a major step in the implementation strategy has been the World Health
Assembly resolution on early IHR implementation last May that sort of accelerated the whole
process of implementation based on the agreement among WHO member states to apply the
early implementation of some aspects of the IHR on a voluntary basis, and this very much in the
context of pandemic influenza, so there are a number of elements that are under the IHR that
now member states and state parties have committed to implement voluntary earlier on from this
initial directional focal point to some of the specific work related to pandemic influenza. And I’ll
come back later to this, but definitely this resolution has sort of accelerated the whole process of
implementation and put also some pressure on WHO and | think all member states to start to
becoming more active in addressing the issue of implementation.

WHO is defining a WHO strategy as such — again, as | said under the leadership of
Dr. Rodier — that is built around three different domains and seven specific areas of work. And
this is all done building on existing, we’re not really starting from scratch in IHR. (There is a
whole?) background of work done first of all (by the various?) IHR implementation teams. Many
of the background consultation and documents prepared will be also very useful during the
whole implementation phase.

The whole structure of WHO alert and response operation is very much important in the
context of the implementation strategy. Other ongoing efforts in terms of disease surveillance, of
disease response and other WHO relevant control programs also come into the picture, and we
have a number of regional strategies for surveillance and response that very much meet many of
the elements and the requirements of IHR implementation. So there are a number of things
already in place that we have to keep into consideration in developing the strategy.

The three areas, the three domains we find are the very management of the project as
such and the way WHO organizes itself. The whole alert, preparedness and response operation
side, and the national core capacity — what member states and countries with WHO support have
to put in place — and we have identified these different seven areas. Going anti-clockwise you
have the overall coordination of this IHR implementation project or effort; some specific IHR
bodies and procedures that need to be put in place, the IHR focal points, the roster expert, the

emergency committee, review committees and all that are these other requirements which are in
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the IHR. Some IHR communication strategies are required, that is very much to build (that focus
in?), interest and knowledge about International Health Regulations more broadly than what it is
nowadays. In terms of national core capacity we have of course the country alert and response
operations as well as the whole issue of points of entry and what needs to be built in terms of
point of entry. And then for alert and response operation there’s a number of elements already in
place, the whole process of intelligent information collection, verification, assessment and
response to global threat, as well as some work that is ongoing on specific threats, and of course
pandemic influenza’s the first one that come that comes into the picture but there are many
others the WHO programs are already involved with.

So we feel that our efforts in IHR implementation will have to revolve around these
seven areas, and specific strategies are being developed for each and every one of them.

I will use this framework just to update you on where we are, starting a bit with the
project management side, the coordination, the bodies and procedures, and the communication
side.

And coordination is going to be an issue here. IHR touches so many different domains
and areas and expertise that many players have to be brought on board, they have to understand
and they have to in a sense speak the same language and work together if we are to achieve the
results. And this is a challenge in itself, | think — within the organization, but also globally — to
achieve this coordination of many different players, institutions, agencies, both at international
but also at regional level. And of course the issue of federal states it’s part of this coordination
challenge.

We have decided to build, in the WHO in Geneva, a WHO taskforce that will comprise
many of the players within the organization has the tools to ensuring this coordination at least
within the organization. And this taskforce is not found yet but it’s going to be that people are
going to be identified and put together within the next few weeks, so it’s a process already in
motion.

In terms of bodies and procedures the resolution of the Assembly has called for
identification of national focal points, and of course this is the definition that we have in the text
of the regulation. | would like to stress here that the regulations talk about a national centre, not
an individual, whereas many state parties in fact have come back appointing an individual to

that, and this is still an ongoing discussion that we have with each of the state parties.
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This is the situation as of mid-September, 60 national focal points have been officially
designated and WHO has been informed of their details and contact details, and you have also
distribution by regions, which for some regions | must say it’s still a bit disappointing, but we
hope as we keep negotiating with them the procedure will accelerate.

If your country’s not on the list, of course, the message is clear. [laughter]

The information on each national focal point is put in a database — and this an example
database — with all the contact details and how they can be reached by e-mail, phone, fax, and
every other means, and this database will be continuously updated as we get new nominations or
as, perhaps, member states or state parties decide to change the definition of the focal point. So,
60 out of 192 member states still is a bit of a way to go.

Also, the roster of experts is being put together. These are experts in relevant fields of
expertise that can be utilized in terms of a response to a public health emergency of international
concern, and it’s also the source of members for the emergency committee or review committees,
and it’s appointed by the DG. As of today 45 states have proposed experts for membership. And
once again, if you haven’t done it yet I think we would very much encourage your countries to
come forward and propose experts because we want the roster to be of course as broad and as
rich as it can possibly be. All this will go, again, into a public database, an IHR expert roster that
is being put together.

On the alert response operations side, many of the elements in relation to the IHR are
actually already in place in the overall __ (and goals and actors?) but there’s a couple of things
that have been done. One is in trying to apply the concept of the IHR to the existing system, and
you see here a bit of a summary of how an event will have to go a different... a series of steps
during the notification and determination process starting from, of course, the detection by the
disease surveillance system in the country, through the national IHR focal point that will have
the responsibility to communicate with WHO contact points — usually at regional level but also
in Geneva — and then it will go to the WHO director-general who actually has the responsibility
to determine whether the event constitutes or not a public health emergency of international
concern and recommend appropriate members, of course in consultation with state parties and
with the advice if required, of the emergency committee.

So all these elements and the notification system is now being revised and discussed, and

let’s say in a sense re-adapted to the requirement of the IHR, and in particular we have identified
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IHR counterpoints in every regional office which will have a dedicated phone number, a
dedicated fax number and e-mail, and also will be provided where feasible with BlackBerries so
they can be reached any time, and a roster of duty offices being organized so that the presence
and the contents will be available 24 hours a day 7 days a week. And standard operating
procedures are being developed for each region on how this whole system should work.

And some of the work will have to also filter down to our country offices that as well are
going to have to organize themselves in terms of facilitating the contact between the national
focal point and our IHR counterpoints. This is a work in progress and | think in a matter of a few
weeks the system will be in place in every region.

Also in terms of specific threats the influenza pandemic taskforce has been put together.
It functions similar to the emergency committee but it will basically end its functions when the
emergency committee of the IHR will come into place ___ (to force of?) the IHR. The mandate
is to provide technical advice to the DG on all issues related to pandemic and avian influenza,
and there is a meeting of the influenza pandemic taskforce already planned for the end of
September. It’s the first organizational meeting to really see how, again, they can function in the
interim and how then their functions can be transferred to the emergency committee.

I will then go into things that are more close to the work we’re doing in Lyon, and that’s
the development of national core capacity. That, in some ways, is going to probably be one of the
most challenging aspects of IHR implementation. We have organized in Lyon —and | think some
of you might have attended or seen the results on international consultations specifically on the
topic national capacities — with the objective no identify how to translate Annex 1 in the
requirements of the IHR into operational guidance, and develop out of that strategies and
mechanisms to develop this capacity within the time-frame of the IHR.

We focus there on three or four areas of functions: the early warning system; laboratory
support; response capacities required at country level; and the whole issue of communication and
coordination, always at the national level. The report is available, and out of that report now an
advanced draft is being developed on what we interpret as national core capacity for IHR.

It is quite a difficult issue. Defining what we mean by core or minimum as opposed to a
perfect system is quite challenging, and defining it in a sense that is universal and applicable to

countries as different as maybe China and Tonga, or Burkina Faso and Belgium. It’s really
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challenging, and we’re trying to address this is very many different ways. This work will have to
be done, brought up to more global and international discussion.

Also an issue is at what level this capacity will actually be required, and the issue of
federalism here is very important because of course some of these functions may be a central
level but it could very well be delegated in some countries at the more peripheral level, requiring
a whole different set of implementation.

A special point is also how can we then assess this core capacity within the time-frame
required by the IHR — which is two years — and we’re looking at what existing guidelines, tools,
training materials, can actually be used or adapted to the IHR requirement. All of this will be part
of a strategy as well of the definition of this core capacity.

I will touch very briefly on two concepts. One is how can we develop a system that is
universal, and one idea is to have maybe IHR Level A, Level B, Level C, according to the status
of development of the country, which is a possibility but it will make it difficult to define which
countries go in A, B, C or D or so on. | prefer —and | put this together for you this morning so |
apologize — a concept car. What does this mean? It means car some in all sorts of shapes and
flavours all around the world and in history, right? And you have some examples here of very
different cars. But if you look into it, in fact cars have some key components that exist
everywhere. They have a steering wheel for the direction, they have an engine for propulsion,
they have a fuel tank to get fuel to the engine, they have lights, they have wheels.

So when we talk about core function and core requirements, in a sense — and this is my
view at least — we are trying to identify these elements, key elements that make up an IHR car.
And then it will be up to the country, to the state party, depending on their resources and their
willingness to invest to decide how complex, how elaborate, how performing they want the
system to be, but in terms of IHR | think we need to make sure that these key elements that make
the IHR car are all there. And the effort we’re trying to do is to identify these key things that
have to be there to make the IHR car come together.

In general terms we’ve talked about the capability of detecting an event coming from
very many different sources, the capability to verify, assess and investigate and confirm an event
with a major epidemiological but also laboratory support component required, the capability to
respond in the most appropriate way at national level to this event, and the capability to

communicate it properly, both to WHO on an international level but also nationally within the
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country and particularly with the media and the general public because we know sometimes bad
communication can cause more damage than the event itself.

We have tried to redevelop all this in the sense of IHR monitoring and evaluation system,
trying to identify the key indicators that will tell us that the car is there, and we have divided
these indicators in five broad areas. One is policy, planning and financing and it includes the
existence of some legal framework; a national plan for responding to public health emergencies
of international concern; a budget allocation for this; some on infrastructure and institutions;
others on the availability of human resources and skills and knowledge required for IHR; the
specific technical resources, and something on the IHR system and services, and the list of
indicators is there. It’s still on discussion but I just wanted to give you an idea of the direction we
are taking. And it’s important that we can come to a consensus on this because in a way it’s the
only way we can eventually say a country is complying with the requirement of the IHR or not,
we have to be able to have some sort of a universal understanding of what we have to put in
place.

A document with more details of this is on an advanced draft and I think will be going
out for discussion soon, but | just wanted to give you basically (the concept?).

And finally another major challenge is points of entry. There’s been a meeting held in
Montreal — again around May, if I’m not mistaken — and various working groups have worked on
standard operating procedures on the various aspects in terms of points of entry that will be
required, and the expectation is that the work will advance on all the SOP’s fairly rapidly. We
might be able to produce some draft by the end of the year. The list of SOP’s that have been
identified is here and will go from inspection standard operating procedure to hospitals and
clinics and transport and many different aspects, and | think the work is definitely going in this
area.

And finally there are two guides which are planned for publication, one is on ship
sanitation and the other one is on hygiene and sanitation in aviation, and both of them are due
some time in 2007.

Okay, I'll stop here. Thank-you very much, and merci beaucoup. | hope it was
informative even if quick, and of course I’m very much interested in the discussion and if some

of these points might — or will — come up again during the rest of today. And thank-you very
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much again to Ron and the organizers for giving me the opportunity to be here with you today.
Thanks.

Dr. Ron St. John
Thanks very much, Stefano. Bruce? | think we’ll hold questions and comments until

Bruce makes his presentation.

Mr. Bruce Plotkin — A WHO Perspective on Legal Challenges and Frameworks

While that’s coming up let me introduce myself again. I’m Bruce Plotkin, I’m the legal
expert on the IHR implementation team, and | work with the technical personnel in Geneva. |
can tell you from my own personal experience that there are enormous activities going on all the
way across the organization as the programs that deal with specific diseases, the programs that
deal with outbreak alert and response, and the programs that deal with almost any communicable
and other disease problems are all working to revise their SOP’s, to revise their procedures so
that everybody is applying the same basic rules and so that everyone will be ready to go forward
under the new IHR when the new IHR come into force.

This is a massive undertaking...

[Start of Side 2]
... At the headquarters the IHR are coming up already in a number of ways, not just in

terms of preparation. As you can imagine, there are outbreaks of all kinds of diseases all over the
world, and now when major outbreaks come up we are using them as sort of an opportunity to
test the new International Health Regulations so that when there is an outbreak of polio, for
example, questions are raised about how would this be handled under the IHR, how might it be
handled differently, how would it be handled the same. These are all very important questions.

In this context, while there are a lot of important and serious outbreaks that happen, one
thing that needs to be kept in mind is that the IHR public health emergencies of international
concern, which is one of the aspects of the new IHR that everybody seems to focus on, are not
likely to happen very often. Again, it is an aspect that that tends to get so much of the attention,
but as a practical matter, true public health emergencies of international concern--with convening
of the IHR Emergency Committee and formal declaration of a public health emergency of
international concern--at least in terms of the immediate future it appears likely that there won’t

be a lot of them. We’ll have to see what the future holds, but my current expectation is not that
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you will having three or four public health emergencies of international concern a year, | expect
it be a fairly rare phenomenon.

One area where the IHR are already affecting the global scenario is with regard to avian
influenza. Stefano touched briefly on the resolution passed by the Health Assembly on early
voluntary compliance with a number of the requirements in the International Health Regulations.
And I can tell you that as events of various kinds having to do with influenza are arising around
the world, they are being measured against the International Health Regulations even though
they’re not binding yet, in the context of the early compliance resolution. with regard to
information or specimens or whatever having to do with influenza.

So on the one hand it’s very easy to say this is happening in about eight or nine months
from now, and it’s not really happening now, but it’s already coming forward, we can already
see it in the way that we are looking at things, the way that we’re analyzing things, and of course
the way that Stefano’s people out in Lyon are trying to prepare to fill all those requirements.

One of the things that’s also important to keep in mind as we go forward is the incredibly
tortuous, satisfying, frustrating negotiations that went on with the Intergovernmental Working
Group for the revised IHR. You had vast numbers of people all trapped with each other in
various kinds of rooms, forced to negotiate things that were often very complex and very
difficult. This was done in face-to-face negotiations by the delegates from the member states.
And one of the important things to remember about this is not only that it went on for a long
time, that it was face to face, that these were hard decisions, that a lot of issues had to be
compromised, was that this happened in the shadow of SARS. So it’s not like this happened
without any particular emergency or without any particular experience having happened. SARS
happened in the middle of 2003, our negotiations didn’t start until the end of 2004, and I can tell
you that for countries that were involved in SARS and the experience of SARS — and countries
that weren’t — it was on everybody’s mind. People were talking about the issues that had arisen
and what should be in the new IHR to address those concerns, what should the IHR have in them
because we’ve had this experience.

Very quickly — this is the legal portion of the show - the International Health
Regulations, while on the one hand they are very new and really unprecedented in a lot of ways,
in one way they’re very old, and that is the International Health Regulations are an agreement

between states. Under the WHO constitution for the international health regulations and certain
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other regulations, once they’re adopted by the Health Assembly — which happened in the middle
of last year — once they were adopted by the Health Assembly all WHO member states are in, all
WHO member states are automatically bound by them unless within a limited time period they
affirmatively take a step either to make certain kinds of reservations or to reject the new
regulations in their entirety.

So, for those of you who may not be watching your calendar every day, the deadline for
rejection — or making a reservation, of course — is December 15th. | can tell you that we have
received no official notifications of reservations by anybody. The only one that I’m aware of
that’s even been announced is one reservation by one country that was announced a while back
and there has been no further official activity. But in any event, it is — as | indicated — an
agreement among member states of WHO.

So what does this mean? | have other interesting bits to say but most of the presentation,
for our purposes, as we look forward now, can be summed up right here. Because this is an
agreement among WHO member states, no matter what subdivisions are involved, no matter
how states may be aggregated for some purposes or divided up for other purposes, like other
international agreements the overall rights and responsibilities that come with the IHR 2005 are
the focus of states’ parties. It is the states’ parties that have these obligations, it is the states’
parties that have these rights. And one of the obligations that states’ parties have — and this is
traditional under international law — is that the states’ parties are the ones who decide how to
implement their international legal obligations within their own political and legal context. And
if you think about it, this is logical. | mean, it’s a fundamental sovereignty issue. If you go and
you try and tell a state, “Well, you have to do this, and you have to do it that way, you have to do
it that way,” these things are seen as being the fundamental prerogatives of the states themselves.
And it also makes sense from a logical perspective because how a state will need to implement
its obligations under the IHR is going to depend on a large number of what are going to be
essentially unique characteristics. What is the state’s legal system? They vary. How are the
relevant obligations broken up horizontally among different ministries? How are the obligations
broken up vertically among the different governmental units? How do they all relate to each
other? Who is responsible for what? Who’s responsible for the money, who’s responsible for

enforcement?
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On the one hand you can speak of them generally in terms of listing all of these
requirements. At the same time, how they appear in any particular country is going to be unique
because it’s going to depend on the history and the relations within the country.

That’s the first key point to sort of keep in mind. The second one is obvious and rather
self-evidence but | wanted to make it anyway, and that is broad participation by all states’ parties
is the key to benefits for all of us, and this is true whether you have an event which is happening
in the capital, whether you have an event that is happening in the periphery of a country or
anywhere in between, whether it’s dealt with by a local or intermediate governmental unit or a
national unit. The point is that what happens in that state is going to affect other states, and the
other states... for the other states it’s not going to make a big difference if the issue arose at one
level or another level, it can still very much affect every other state. And when | say every other
state, | mean all of us. And this is the key to this kind of agreement, this is an interdependent
world, and because it’s an interdependent world we need as many of us and as much of us in the
picture for it to work. If you have a hole in the net the net doesn’t work nearly as well for any of
us.

Federalism. It’s an interesting issue. It is, as some of the background materials make
clear, it’s not an unusual issue, it comes up all the time in agreements because there are
agreements in all kinds of areas that require some sort of action or other activities on the part of
units other than the federal government or the national government that’s actually signing the
treaty. This is part of the international legal process, the lawyers, the diplomats, they know all of
this going in, and so the question then becomes how best to address these in order to achieve the
objectives of the agreement.

I can also tell you from having been through the negotiations — and I know many of you
were in the negotiations there too — that participation of multiple governmental levels and entities
— whether they’re ports, whether they’re local health districts, as well as the heads of the
ministries — the activities of all of these levels were self-evidence all the way through the
negotiations. Everybody knew it, everybody knew that that was going to have to happen, because
otherwise you couldn’t put together a system that would make any difference in terms of
combating these problems on a global level. These were discussed on a routine basis. You should
have heard the negotiations about how detailed they were, and how intense various people were

about the national capacity-building requirements, how should those be seen, how should the
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requirements be seen for ports and airport area and issues like that. So all of this, the fact that all
of these local areas would be involved, all these different governmental units would be involved,
was very much a subject of awareness and discussion by the delegates as it went through the
process. And again, feel free to go and talk to some of the people who were there and were
involved in it, and some of them are in the room.

In addition — and | have a slide on this in just a couple of minutes — the delegates in the
negotiations also reflected the fact that there might be a need for legal or legislative or regulatory
revision of the legal systems among various countries and various places around the world. This
is inevitable. Again the country saw this as this was being negotiated, saw that this was one of
the things that was going to have to be dealt with, and there are provisions on it. I’ll talk about
them in a moment. The very first resolution that adopted the IHR addressed these and said, “This
is coming, we need to...” Well, actually it’s the Health Assembly — which means the member
states — urged the other member states — which was the same group of them — to start thanking
about this because this is part of the process.

The last bullet isn’t actually on there, and that is the specific strategies. | think, because
SO many countries’ situations are necessarily going to be unique in the specifics, | think it makes
sense to discuss them most in terms of the specific countries, but in general terms you’re talking
about the same kinds of considerations in all of them. Prioritization: in the context of the country
what are the legal arrangements or the changes or whatever that have to be made that go at the
most important aspects of the IHR? What are the specific key points within that particular
country, within those particular units? We can talk about more of that specifically.

Just a little bit more of the legal part. The IHR generally take a unitary approach to state
party obligations. The vast majority of them are in state and in terms of states’ parties. At the
same time they do recognize that for some purposes you really do have to talk about some
subnational unit, and there were a lot of discussions during the negotiations because you would
talk about, “Well, the state party shall take the following measures at the port to kill the rats on
ships,” or things like this, and it would be obvious that it sounded funny to say that the state
party would do it, so there was a lot of discussion about what term would you use. And so
ultimately, after a lot of discussion, we wound up with “competent authority”, and it was an
accommodation of a number of concerns that were raised by a number of countries. That’s the

primary subnational unit that is discussed.
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At the same time, of course, what the competent authority does, in whatever context, it is
still the state party of course which is the party to the agreement which has the overall
responsibilities and rights under the regulations.

There are surprisingly few points in the regulations that actually address legislative or
legal or administrative revision. These are the two main ones. You may have seen this in the
background materials. The first one is a part toward the very end of the regulations, tacked onto
another article that deals mostly with other things, and it provides exactly as it says there. It was
put there in recognition that countries will need to address some revisions — and it depends on the
country — in their legal or legislative systems, and it provides for this mechanism right here.

I put the little note there that says “notes and questions”, and the notes and questions
really come down to this. First of all, if a country is going to invoke this provision the deadline is
December 15th, just like it is for reservations. So, know that the deadline is out there. But the
second one is this was a provision that was drafted very quickly at the end of the negotiations
when a lot of things were being done at once, and frankly it’s not entirely clear exactly what its
effect may be. We can talk about this in more detail, it’s just that this is the one provision that
actually talks reasonably specifically about some of the issues that we’re talking about here and |
wanted to make sure that it was out there so you all know that it’s there.

The other provision is the one on collaboration, which specifically contemplates that the
States Parties would assist each other in this area.

The other items we can discuss as they come up in the course of our discussions, and —
like Stefano — if you have questions we are here to provide information and to discuss what’s
happening at WHO and what we’re doing to help support the States Parties in going forward

with the Regulations.
Dr. Ron St. John
Thank-you very much, Bruce. We’ll entertain some comments and questions for a few

minutes from the floor, if people have comments or questions for our colleagues from WHO.

Questions and Answers
RS:  Yes, France?
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SV:

RS:

SV:

SP:

SV:

SP:

Thank-you for those two presentations. My question is to Stefano Lazzari. Perhaps | can
ask him in French? | don’t know if people...

I’m sorry, there are translation headphones here for those who would like them for
French. Please, un petit peu.

Technical pause.

Bien sdr. Pas de probleme. Je crois que nous sommes préts.

Thank-you. Ma question est la suivante, j’ai vu dans la présentation que I’OMS travaillait
a identifier des contacts points régionaux et donc dans le Réglement sanitaire
international on a vu que les contacts points n’étaient pas précisés s’ils devaient étre
régionaux ou au niveau du siége. Donc je voulais savoir s’il y avait eu depuis des
évolutions et si on partait plutdt sur des points de contact de I’OMS qui seraient
régionaux ou si on restait sur quelque chose de centraliser au niveau du siege. Et ma
question est double a la fois pour le probléme de la consultation (article 6) ou pour le
probléme de la notification (article 12). Donc est-ce qu’un utilisera les mémes circuits
pour les deux? Est-ce qu’on aura des contacts avec la région pour uniquement la
consultation, une sorte de prénotification bilatérale et d’échange ou est-ce que,
effectivement, les deux voies seront les mémes ou distinctes? VVoila ma question.

Oui, effectivement il y a eu une discussion sur a quel niveau le contact point devait étre
établi et comme c’est pas bien spécifie comme vous I’avez dit dans le texte de Réglement
sanitaire international et je crois que la décision serait effectivement d’établir des points
de contact au niveau régional. Et pour la raison justement de rapport avec le pays de suivi
et de la fagon que I’OMS est organisée. Ce qui n’empéche que le systéme va étre mis en
place d’une fagcon que le transfert d’une formation et la discussion avec les pays va étre
faite assez rapidement avec I’engagement du siege, mais le premier point de contact en
principe ce sera pour la notification des événements potentiels au niveau régional. Et
justement I’équipe @ on a travaillé de facon trés étroite et continue avec les régions
pour établir des mécanismes de systéeme de communication et de systeme operatif pour
s’assurer que ¢a puisse marcher d’une fagon correcte. Mais oui, je crois que peut-étre
Bruce était aussi parti de la discussion qui a eu lieu d’ailleurs a Lyon apres la conférence
de mai et ou effectivement on a estimé qu’au niveau régional c’est le bon niveau. Thank-

you.
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RS:

SP:

RS:

KW:

RS:
VP:

BP:
RS:

YF:

SL:

YF:

SL:

YF:

Comments, questions? Additional...?

Une question. Quand vous parlez de points de contact régional, vous voulez dire dans le
contexte global? Pas a I’intérieur du pays, mais régional au plan du monde c’est-a-dire
les... Vous pouvez pas dire le niveau régional a I’intérieur du pays, mais vous voulez
dire... le niveau régional a I’intérieur du pays, mais vous voulez dire... global?

Non, non, non, non. Comme j’ai montré, I’évenement potentiel va étre détecté au niveau
pays. Le focal point au niveau national, la responsabilité¢ de notifier ’OMS et la
notification sera a travers le point de contact régional, et a travers ce systeme c¢a va
arriver a Genéve et ¢a va activer le systtme de I’OMS. Voila. Et I’OMS c’est un
organisme régionalisé, comme vous le savez bien. C’est normal que ¢a suive la structure,
si vous voulez, de I’organisation.

The lady in the back from Foreign Affairs. Just a moment, Dr. Fedorov, you’re next. The
lady in the back? Would you please...?

If you could just everybody state their name, just for the transcription process.

Yeah, say your name.

Hi, I’'m Val Percival from Foreign Affairs, and this question may be self-evident to
people who are more familiar with the IHR than | am, but | was wondering what... you
talked about the obligations that the IHR put on state parties. What additional obligations
does it put on the WHO and what does it mean in terms of the evolution of the WHO as

we move forward?

Thank-you, Bruce. In the interests of time I’m afraid we’re going to have entertain one
more comment, and Dr. Fedorov you were the next to ask. I’m sorry. Dr. Fedorov?

| have a question to Dr. Lazzari. May | ask you, when you’re coming back to the original
focal points, when we discuss this matter, do you mean that the original offices of WHO
will serve as regional focal points?

They are contact points, they are not focal points.

For organizations, | mean.

What it means is that we’re organizing contact points in each region who