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The Working Group on Amendments to the International Health Regulations (WGIHR) at its
first meeting on 14—15 November 2022 decided that “the Secretariat shall also publish online
an article by-article compilation of the proposed amendments, as authorized by the submitting
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compilation of the proposals for amendments to the International Health Regulations (IHR)
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Article by Article Compilation of Proposed Amendments
to the International Health Regulations (2005) submitted by

States Parties in the context of Decision WHA75(9)*
Legend

Strikethrough— delete existing text
Underlined and bold = new text proposed

(...) = existing text in the IHR for which proposals for amendments were not submitted and thus
omitted form this compilation

Article 1 Definitions
1. For the purposes of the International Health Regulations (hereinafter “the IHR” or
“Regulations™): (...)
“health products” include therapeutics, vaccines, medical devices, personal protective
equipment, diagnostics, assistive products, cell- and gene-based therapies, and their
components, materials, or parts.”
“health products” include medicines, vaccines, medical devices, diagnostics, assistive products,
cell and gene-based therapies, and other health technologies. but not limited to this course
“health technologies and know-how” includes organized set or combination of knowledge, skills,
health products. procedures, databases and systems developed to solve a health problem and
improve quality of life, including those relating to development or manufacture of health
products or _their combination, its application or_ usage. “Health technologies” are
interchangeably used as “health care technologies”.
(...)
“standing recommendation” means gea-bindirg—advice issued by WHO for specific ongoing public
health risks pursuant to Article 16 regarding appropriate health measures for routine or periodic
application needed to prevent or reduce the international spread of disease and minimize interference
with international traffic;
“temporary recommendation” means aea-bidirg-advice issued by WHO pursuant to Article 15 for
application on a time-limited, risk-specific basis, in response to a public health emergency of
international concern, so as to prevent or reduce the international spread of disease and minimize
interference with international traffic;

2 This compilation is published following the agreements at the first meeting of the Working Group on
amendments to the International Health Regulations (2005), as per document A/WGIHR/1/5.




Article 2 Scope and purpose
The purpose and scope of these Regulations are to prevent, protect against, prepare, control and
provide a public health response to the international spread of diseases_including through health
systems readiness and resilience in ways that are commensurate with and restricted to ptubhe-heatth
risieall risks with a potential to impact public health, and which avoid unnecessary interference
with international traffic and— trade, livelihoods. human rights. and equitable access to health
products and health care technologies and know how.

Article 3 Principles

1. The implementation of these Regulations shall be wtthfulrespectfor-thedigntty; htmanrights-and
fundamentalfreedoms—ofpersons-ba n_the principles of equity, inclusivit heren i
accordance with their common but differentiated responsibilities of the States Parties, taking
into ideration thei ial and ic devel .

(...)

2 bis. The States Parti hall lop and maintain capacities to implement the Regulations in
accordance with their Common But Differentiate Responsibilities and Respective Capabilitie

resources, and in thisregard, primary preference shall be given to the estabhshment of
functionin lic health tems resilient t lic health emergenci

3. The implementation of these Regulations shall be guided by the goal of their universal application
for the protection of all people of the world from the international spread of disease. When

implementing these Regulations. Parties and WHO should exercise precaution, in particular
hen dealing with unknown pathogens.

ell as and in accordance w1th the1r common but differentiated respons1b1ht1es and respectiv
level of lopment of the State Parti

New 6: Exchange of information between State Parties or between State Parties and WHO

Article 4 Responsible authorities
1. Each State Party shall designate or establish an entity with the role of National IHR Focal Point
and the authorities responsible within its respective jurisdiction for the implementation of health
measures under these Regulations. WHO shall provide technical assistance and collaborate with
States Parties in capacity building of the National THR focal points and authorities upon
reguest of the States Parties.

Competent Authority resp0n51blef0r overall 1mplementation of the IHR that will be recognized
and held accountable for the NFP’s functionality and the delivery of other IHR obligations.
NEW glbls) States Parties shal / ALT may enact or adapt leglslatlon to prov1de Natlonal IHR

tasks and function of then entity w1th a role of N atlonal IHR F ocal Point in 1mplement1ng the
obligations under_ these Regulations.

(...)

4. States Parties shall provide WHO with contact details of their National IHR Focal Point and
National IHR Competent Authority and WHO shall provide States Parties with contact details of
WHO IHR Contact Points. These contact details shall be continuously updated and annually
confirmed. WHO shall make available to all States Parties the contact details of National IHR Focal
Points it receives pursuant to this Article.”

Article 5 Surveillance
1. Each State Party shall develop, strengthen and maintain, as soon as possible but no later than five
years from the entry into force of these Regulations for that State Party, the capacity to detect, assess,
notify and report events in accordance with these Regulations, as specified in Annex 1. Developed



availability of finance, echnology and know—how for the full 1mplementat10n of thls artlcle= in
pursuance of the Article 44. This capacity will be periodically reviewed through the Universal
Health Periodic Review mechanism . in replacement of the Joint External Evaluation that
began in 2016 . Such review shall / ALT Should such review identify resource constraints and
other challenges in attaining these capacities. WHO and its Regional Offices shall, upon the
t of a State Party, provi r facilitate technical rt and assist in mobilization of
financial resources to develop. strengthen and maintain such capacities.
2. Following the assessment referred to in paragraph 2, Part A of Annex 1, a State Party may report to
WHO on the basis of a justified need and an implementation plan and, in so doing, obtain an
extension of two years in which to fulfil the obligation in paragraph 1 of this Article. In exceptional
circumstances, and supported by a new implementation plan, the State Party may request a further
extension not exceeding two years from the Director-General, who shall malee-the-deetstorrrefer the
issue to World Health Assembly which will then take a decision on the same, taking into account
the technical advice of the Committee established under Article 50 (hereinafter the “Review
Committee™). After the period mentioned in paragraph 1 of this Article, the State Party that has
obtained an extension shall report annually to WHO on progress made towards the full

implementation.
3. Developed State Parties and WHO shall assist any States Parties, upon request, to develop,

strengthen and maintain the capacities referred to in paragraph 1 of this Article.

4. WHO shall collect information regarding events through its surveillance activities and assess on the
basis of risk assessment criteria regularly updated and agreed with State Parties their potential to
cause international disease spread and possible interference with international traffic. Information
received by WHO under this paragraph shall be handled in accordance with Articles 11 and 45 where

appropriate not with an outside party but member states
4. (New wording) —-WHO shall collect information regarding events through its surveillance
activities and a through periodicall ated a ment and risk criteria agr ith
Member States their potential to cause lnternatlonal disease spread and possible interference
in accordance with Artlcles 11 and 45 where agproprlate”,
ara 5: WHO shall 1 arly warning criteria for a ing and progressivel atin
the national, regional, or global risk posed by an event of known or unknown causes or sources
1 shall his_ris} S Parties i i ith Articles 11 1 45

where appropriate.

HO shall 1 arly warning criteria for a ing and progressivel ating th
national. regional, or global risk posed by an event of unknown causes or sources and shall

his._risl S Parties i i ith Articles 11 and 45 wl

appropriate. The risk assessment shall indicate. based on the best available knowledge. the level
of risk of potential read and risks of potential seri lic health impact a n

assessed infectiousness and_s everlty of the illness.

00rd1nat10n w1th pohtical= 1ntersect0ral= 1nterm1n1sterlal and multllevel authorltles for tlmely
rdinat illan in _accordan ith the international health risk
indicated by the IHR= thereby consolidating the central role of national health authorities in
Itilevel i Jination.”

Article 6 Notification
1. Each State Party, within 48h after the Focal Point receives information about the event shall

assess events occurring within its territory by using the decision instrument in Annex 2, within 48

hours of the National IHR Focal Point receiving the relevant information . Each State Party shall
notify WHO, by the most efficient means of communication available, by way of the National [HR

Focal Point, and within 24 hours of assessment of public health information, of all events which may
constitute a public health emergency of international concern within its territory in accordance with
the decision instrument, as well as any health measure implemented in response to those events. If the



notification received by WHO involves the competency of the International Atomic Energy Agency

(IAEA), the Food and Agriculture Organization (FAQO). the World Organisation for Animal

Health (OIE), the UN Environment Programme (UNEP) or other relevant UN entities, WHO
shall immediately notify the tAFAs relevant national and UN entities.

2. Following a notification, a State Party shall continue to communicate to WHO by the most
efficient means of communication available timely, accurate and sufficiently detailed public health

information available to it on the notified event, where possible including genetic sequence data
case deﬁnitions, laboratory results, epldemlologlcal and cllnlcal data, as well as mlcroblal and
available, source and type of the risk, number of cases and deaths conditions affectmg the spread of
the disease and the health measures employed-implemented and other related information as per

request of WHO , genome sequence data ; and report, when necessary, the difficulties faced and
support needed in responding to the potential public health emergency of international concern, with

regards to the sharing of genetic sequence data it will depend on Member States’ capacity and
prevailing national legislation. With the aim of fostering nt related research and a ment

the WHO shall make the information received available to all Parties in accordance with
—ll" ! i 1 by the Health A bl

3. For better clarity, the provisions of Article 45 shall apply to notifications made pursuant to
this Article.

New 3. No sharing of genetic seguence data or information shall be required under these

an_effective and transparent access and beneﬁt sharing mechanlsm w1th standard materlal
transfer agreements rning a to_an f biological material incl neti
sequence data or information elatlng to such materials as well as fair and egultable sharlng of

effective in delivering fair and e gultable beneﬁt sharlng

New 3: Upon receiving notification from a State PartL WHO shall not transfer the public health

deﬁned in paragraph 2 of th1s provrslon to establlshments= personals, non-state actors or any
recipient what r engaging directly or indirectl ith conflict and violen lement; H
shall also handle the information in a manner designed to avoid such actors accessing the
. e . f . i 1 indi I

Article 7 Information-sharing during unexpected or unusual public health events

State Party shall make ava1lable to WHO the mlcroblal and genet1c materlal and sample
related to the notifi nt, as appropriate, not later than hours after h material an

samples become available. Note: The proposal for Article 7 is offered without prejudice to further
discussion and reflection on where to allocate this issue between the IHR and the pandemic
agreement).

Article 8 Consultation
In the case of events occurring within its territory not requiring notification as provided in Article 6, 1

mstrament, a State Party may nevertheless keep WHO advised thereof through the National IHR Focal
Pornt and consult with WHO on approprlate health measures. However, where available information

adv1sed thereof through the Natlonal IHR F ocal Point and consult w1th WHO on appropriate
health measures within 72 hours of the National IHR Focal Point receiving the relevant

information. Such communications shall be treated in accordance with paragraphs 2 to 4 of Article
11. The State Party in whose territory the event has occurred may request WHO assistance to assess
any epidemiological evidence obtained by that State Party.



Article 9: Other Reports
1. WHO may take into account reports from sources other than notifications or consultations and shall
assess these reports according to established epidemiological principles and then communicate
information on the event to the State Party in whose temtory the event is allegedly occumng -B-e-forc

pmeed-u-r&set—feﬁh—mﬁt—te-l-e—l-@#e— t'l‘l'l'S'eﬁd—WHO shall rnake the 1nformat10n recelved ava1lable to
the States Parties and only where it is duly justified may WHO maintain the confidentiality of the

source. This information will be used in accordance with the procedure set forth in Article 11.

(..)

rding) In the recommendations made to th Parties regarding th llection
processing and dlssemlnatlon of health mformatlon, WHO could advise the followmg

health information

Article 10 Verification

1. Within 24 hours of receiving the information, WHO shall request, in-aeeerdanee—with-AstieleS
as soon as possible or within a specific time verification from a State Party of reports from sources
other than notifications or consultations of events which may constitute a public health emergency of
international concern allegedly occurring in the State’s territory. In such cases, WHO shall inform the
State Party concerned regarding the reports it is seeking to verify.
2. Pursuant to the foregoing paragraph and-toArtrete—9-, each State Party, when requested by WHO,
shall verify and provide:

(a) within 24 hours, an initial reply to, or acknowledgement of, the request from WHO;

(b) within 24 hours, available public health information on the status of events referred to in

WHOQO'’s request; and

(c) information to WHO in the context of an assessment under Article 6, including relevant

information as described in paragraphs 1 and 2 of that Article.
3. When WHO receives information of an event that may constitute a public health emergency of
international concern, it shall, as soon as possible or within a specific time offer within 24 hours to
collaborate with the State Party concerned in assessing the potential for international disease spread,
possible interference with international traffic and the adequacy of control measures. Such activities
may include collaboration with other standard-setting organizations and the offer to mobilize
international assistance in order to support the national authorities in conducting and coordinating
on-site assessments. When requested by the State Party, WHO shall provide information supporting
such an offer

dd1t10nal 1nformat10n supporting the offer. WHO shall prov1de such 1nformat10n w1th1n 24
hours. hen 48 hours ha la the initial ffer of ration, failur th
State Party to accept the offer of collaboration shall constitute reiection for the purposes of

hari ilable inf - ith S Parti ler P b 4 of thi .
4. If the State Party does not accept the offer of collaboration within 48 hours , WHO may-shall ,

when justified by the magnitude of the public health risk, immediately share with other States Parties
the information ava1lable to it, wh1lst encouragmg the State Party to accept the offer of collaboration
by WHOr- takinginto-aeeouttth

Article 11 Proviston-ofinformation-byWHO-Exchange of information
1. Subject to paragraph 2 of this Article, WHO shall send to all States Parties and, as appropriate, to

relevant UN_and ntergovernmental international and regional organizations, as soon as possible

and by the most efficient means available, in confidence, such public health information which it has
received under Articles 5 to 10 inclusive or which is available in the public domain, / ALT or
which is otherwise available and whose validity is appropriately assessed by WHO and which is
necessary to enable States Parties to respond to a public health risk. WHO shewntd shall communicate
information to other States Parties that might help them in preventing the occurrence of similar



incidents. For this purpose, WHO shall facilitate the exchange of information between States
Parties and ensure that the Event Information Site For National IHR Focal Points offers a
secure and reliable platform for information exchange among the WHO and States Parties and

allows for interoperability with relevant data information systems.
2. WHO shall use information received under Articles 6, and 8 and paragraph2-efAstete-9 for

verification, assessment and assistance purposes under these Regulations and, unless otherwise
agreed with the States Parties referred to in those provisions, shall fret-make this information generally
available to other States Parties, untitstehtimeas-when:
(a) the event is determined to constitute a public health emergency of international concern, a
public health emergency of regional concern, or warrants an intermediate public health
alert, in accordance with Article 12; or
(b) information evidencing the international spread of the infection or contamination has been
confirmed by WHO in accordance with established epidemiological principles; or
(c) there is evidence that:
(1) control measures against the international spread are unlikely to succeed because of the nature
of the contamination, disease agent, vector or reservoir; or
(i) the State Party lacks sufficient operational capacity to carry out necessary measures to
prevent further spread of disease; or
(d) the nature and scope of the international movement of travellers, baggage, cargo, containers,
conveyances, goods or postal parcels that may be affected by the infection or contamination
requires the immediate application of international control measures.

(e) WHO determines it is necessary that such information be made available to other States

Parties to make informed, timely risk assessments.
3. WHO shall eonsult-with-inform the State Party in whose territory the event is occurring as to its

intent to make information available under this Article.
New 3 bis: State Parties receiving information fromWHO pursuant to this provision shall not
use it for conflict and violen I tate Parties shall also handle the information in a

manner_ des1gned to av01d establlshments, personals, non-state actors or any recipient

such information. directly or indirectly.
4. When information received by WHO under paragraph 2 of this Article is made available to States

Parties in accordance with these Regulations, WHO may-atso-shall make it available to the public if
other information about the same event has already become publicly available and there is a need for
the dissemination of authoritative and independent information.

HO shall annually report to the Health Assembly on all activities under this Articl

including instances of sharing information that has not been verified by a State Party on whose

llegedly occurring w1th States Partles through alert systems
ara 5 — The Director-General shall report to th rld Health Assembly on all activiti
under  this article as part of their report pursuant to Article 54. including instances of
information that has not been verified by a State Party in accordance with article 10.

Article 12 Determination of a public health emergency of international concern public health
emergency of regional concern, or intermediate health alert

1. The Director-General shall determine, on the basis of the information received, in particular
from the State Party within whose territory an event is occurring, whether an event constitutes a
public health emergency of international concern in accordance with the criteria and the procedure
set out in these Regulations.
2. If the Director-General considers, based on an assessment under these Regulations, that a potential
or_ actual public health emergency of international concern is occurring, the Director-General shall
notify all States Parties and seek to consult with the State Party in whose territory the event arises

regarding this preliminary determination and may. in accordance with the procedure set forth in
Article 49, seek the views of the Committee established under Article 48 (hereinafter the
“Emergency Committee”) . If the Director-General determines that the event constitutes a public



healtl ‘i ional | the s ; . o thi
determtnation, the Director-General shall notify all the States Parties, in accordance with the
procedure set forth in Article 49, seek the views of the— Committee—established—tnder—Artiele48&
fhcrcma-fter—t-l-re-“Emergency Comm1ttee ) on appropr1ate temporary recommendations.

4. In determining whether an event constitutes a public health emergency of international concern, the
Director-General shall consider:

(a) information provided by the State Party. ther States Parties, available in th

domain, or otherwise available under Articles 5-10;

(b) the decision instrument contained in Annex 2;

(c) the advice of the Emergency Committee;

(d) scientific principles as well as the available scientific evidence and other relevant information; and
(e) an assessment of the risk to human health, of the risk of international spread of disease and of
the risk of interference with international traffic.

4bis. The PHEIC declaration is not designed to mobilise funds in the case of an emergency

event. The Director-General sh ther mechanisms for thi

5. If the Director-General, followmg consultat1ons with the Emergency Commlttee and relevan

coneertrhas oecurred, con51ders that a pubhc health emergency of 1nternat1onal concern has ended
the Director-General shall take a decision in accordance with the procedure set out in Article 49. If

there is still a need for recommendations, he should consider convening the Review Committee
to advise on issuing standing recommendations in accordance with Articles 16 and S3.

New para 6: Where an event has not been determined to meet the criteria for a public health

mergen f international concern t the Director-General ha termin it requir
heightened international awareness and a potential international public health response, the

intermediate public health alert to States Partles and may consult the Emergency Commlttee in

a manner consistent with the procedure set out in Article 49.
New para 6: Where an event has not been determined to meet the criteria for a nublic health

heighene nternatlonal awareness and preparedness act1v1t_v_1 the D1rector—General, on th
basis of information recei ma termine at any time t rld Alert and R

Notice to States Parties and may seek advice from the Emergencv Committee in a manner
. e b tl i in Article 49
NEW (6) The Director-General, if the event is not designated as a public health emergency of

international concern, ba n th inion/advi f the Emergen mmittee, ma ignat
the event as having the potential to develop into a public health emergency of international

procedures set out in Artlcle 49
The Director-General ma termine that an nt _constitut ional li

health emergencv of 1nternatlonal concern or_an 1ntermed1ate publlc health emergency of

shall be in accordance w1th the process set out in this Artlcle for the determination of a publl
health emergency of international concern.
New 6 Immedlately after the determlnatlon of PHEIC, the activities of WHO in relatlon to

General shall r eport all the act1v1t1es carrled out by WHO, 1nclud1ng references to the
corresponding provisions of these Regulations pursuant to Article 54.
New 7 A Reglonal Director may determlne that an event constltutes a public health emergency

after notlﬁcatlon of an event that may constltute a pubhc health emergency of 1nternatlona



. i he Di G L. who shall inf LS Parti
New 6. Immediately after the determination of PHEIC. the activities of the WHO in relation to
including thr h partnershi r_collaborations, shall be in accordan ith th

provisions of these Regulations. The Director General shall report all the activities carried out

pursuance to Article 54
In ca f anv engagement with non-State actors in WHQO’ lic health r t

PHEIC situation, WHO shall follow the provisions of Framework for Engagement of Non-Stat

of FENSA.

New 7. A Regional Director may determine that an event constitutes a public health emergency
of r egional concern or issue an intermediate health alert and implement related measures to
after notiﬁcation of the event If the event meets the criteria for a pubhc health emergency of

international concern after the notification of the event that constitutes a public health
emergency of regional concern, the Director-General shall inform all States Parties.

Article 13 Public health response
1. Each State Party shall develop, strengthen and maintain, as soon as possible but no later than five
years from the entry into force of these Regulations for that State Party, the capacity to respond
promptly and effectively to public health risks and public health emergencies of international concern
as set out in Annex 1. WHO shall publish, in consultation with Member States, guidelines to support
States Parties in the development of public health response capacities. Developed State Parties and

WHO shall offer assistance to developlng State Partles dependlng on the availability of ﬁnance,

2. Following the assessment referred to in paragraph 2, Part A of Annex 1, a State Party may report to
WHO on the basis of a justified need and an implementation plan and, in so doing, obtain an
extension of two years in which to fulfil the obligation in paragraph 1 of this Article. In exceptional
circumstances and supported by a new implementation plan, the State Party may request a further
extension not exceeding two years from the Director-General, who shall malee-the-deetstorrrefer the
issue to World Health Assembly which will then take a decision on the same, taking into account
the technical advice of the Review Committee. After the period mentioned in paragraph 1 of this
Article, the State Party that has obtained an extension shall report annually to WHO on progress made
towards the full implementation.

2bis. WHO shall provide t0 State Parties standardized forms for collaboration in the
State Parties’ mutual collaboratlon essential for the effective 1mplementatlon of pubhc health
response.

3. Attherequest-of-aStateParty, WHO shall coltaborate-articulate clearly defined assistance to a
State Party offer assistance to a State Party in the response to public health risks and other events

by providing technical guidance , health products, technologies, know-how.deployment of civil
medical personals, and assistance and by assessing the effectiveness of the control measures in place,
including the mobilization of international teams of experts for on-site assistance, when necessary,

and if required cooperate with said Member State in seeking support and international
financial assistance to facilitate the containment of the risk at source. The State Party shall

accept or reject such an offer of assistance within 48 hours and, in the case of rejection of such
an offer, shall provide to WHO its rationale for the rejection, which WHO shall share with
other States Parties. The State Party shall accept or reject such an offer of assistance within 48
hours and, in the case of rejection of such an_offer, shall provide to WHO its rationale for the
rejection, which the WHO shall share with other States Parties. WHO will also share any

request for assistance by the affected State party that could not be met by WHO.
4. If WHO, in consultation with the States Parties concerned as provided in Article 12, determines that

a public health emergency of international concern is occurring, it may-shall offer, in addition to the




support indicated in paragraph 3 of this Article, further assistance to the State Party, including an
assessment of the severity of the international risk and the adequacy of control measures. Such
collaboration may include the offer to mobilize international assistance in order to support the
national authorities in conducting and coordinating on-site assessments. When requested by the State
Party, WHO shall provide information supporting such an offer. The State Party shall accept or
reject such an offer of assistance within 48 hours and. in the case of rejection of such an offer.
hall provide t HO its rationale for the rejection, which WHO shall share with other Stat
Parties. Regarding on-site assessments. in compliance with its national law., a State Party shall
! ble eff. facili hort- I ites: in tl f a denial
it shall provide its rationale for the denial of access.
5. When requested by WHO, States Parties shewtd-shall provide, to the extent possible, support to
WHO coordinated response act1V1t1es, lncludlng supply of health products and technologles=
w ) O O O o E O O o
vaccines. for effectlve response t0 PHEIC occurring in another State Parg s ]urlsdlctlon and/o
territory, capacit ilding for the incident management systems a 11 as for rapid r n
teams. Any State Party unable to fulfil such requests shall inform the reasons for the same to
WHO and the Director General shall include the same in the report submitted to WHA under

Article 54 of these Regulations. . including supply of health products and technologies especially
iagnostics and other i thera tics, and vaccines for effective r nse to PHEI

(...
Ne
]

of the other States Partles to effectlvely respond to pubhc health emergency of 1nternat10nal
concern, unl tional circumstan arrant h measur Parti h abiliti

to respond are affected by the measures taken by other State party shall have the rlght to_enter

earliest considering the country interest.
Inca f anyv engagement with non-State actors in WHO’ lic health r t

PHEIC situation, WHO shall follow the provisions of Framework for Engagement of Non-Stat

of FENSA.

*In revised submission received on 28 October 2022, the submitting State Party proposes the following edits to

2bis: 2bis. WHO shall provide to States Parties standardized forms for facilitating the implementation of
collaboration as provided in paragraph 1(a) of Article 44 to facilitate States Parties’ mutual collaboration

which is essential for the effective implementation of public health response.

10



NEW Article 134 WHO Led International Public Health Response
1. States Parties recognize WHO as the guidance and coordinating authority of international

undertake to follow WHO’s recommendatlons in their 1nternatlonal pubhc health response.
2 HO shall carr tana ment of the availability and affordability of the heath pr t

such diagnostics, therapeutics, vaccines, personal and protective equipment and other tools

potential increase in supply resulting form the surge and d1vers1ﬁcatlon of productlon and in
cases of expected shortage hall ation plan for health
products so as to ensure egultable access to people of all States Parties.

recipients of health products, 1nclud1ng health workers, fronthne workers and vulnerable
lations, an termine th ir antit f health car ts for effecti

distribution to the reclplents across States Partles

measures to cale up productlon of health products, 1nclud1ng through divers1ﬁcation of
production, technology transfer and capacity building especially in the developing countries.
5. Upon reguest of WHO. States Parties shall ensure the manufacturers within thelr territory

) CA qual 0 | d 1€ ALC d CS 4 l C o
by WHO ina timely manner in order to ensure effective 1mplementatlon of the allocation plan.
HO shall lop and maintain a databa ntainin tails of the ingredient

components, design, know-how, manufacturing process, or any other information reguired to
mllm manufa ) e 0 0 0 0 0 al 1
health emergencies of 1nternatlonal concern. W1th1n two years of the entry 1nto force of this

rovision, WHO shall lop this database for all PHEI lar far, including for th
diseases ldentlfied in the IHR 1969

ollaborate w1th other 1nternat10nal organlzations, and other stakeholders consistent with th
rovisions of FENSA, for r nding t lic health emergen f international concern

WHO shall report all its engagement with other stakeholders to the Health Assembly The

Director-general
request of States Partles

New Article 13A4: Access to Health Products. Technologies and Know-How for Public Health Response

under Artlcle 12, the Director General shall make an 1mmed1ate assessment of avallabihty and
affordability of required health products and make recommendations, including an allocation
mechanism. to aveid any potential shortages of health products and technologies pursuant to

Article 15 or 16 as appropriate.

2. States Parties shall co-operate with each other and WHO to comply with such
recommendations = pursuant to paragraph 1 and shall take measures to ensure timely
availability and affordability of required health products such as diagnostics, therapeutics
vaccines, and other medical devices required for the effective response to a public health
emergency of international concern.

Parti hall provi in their intellectual propertv la and relat la an
regulations. exemptions and limitations to the exclusive rights of intellectual property holders to
materials and components.

4. States Parti hall r_assiogn t tential manufacturer ially from lopin
countries, on a non-exclusive basis, the rights over health roducts or _technologv(ies), when

and is/are 1dent1ﬁed as re uired health roduct s) or technolo is to res nd to a PHEIC

11



production.
nr t of a State Party. other States Parti r WHO shall rapidl rate and shar

relevant regulatory dossiers submitted by manufacturers concerning safety and efficacy. and

nanuid ! g and qua 011 0 DIOCE C ) (1111 | (14 N€¢_ A0 C CCC Cd_D d
requesting State Party shall be solely used by their regulatory authorities and manufacturers
designated by the r ting State Party for th r f accelerating the manufacture an
supply of product(s) or technology(ies) as well as expediting their regulatory approval.
Requesting State Party shall take measures to prevent designated manufacturer(s) from
disclosing such information to a third party(ies) except for the purposes of producing and
supplying any materials or components to the manufacturer nder a contract with
non-disclosure provisions.
WHO shall take measures to ensure a
of required health products including:
a lop an lish a list of required health pr: t

b) develop and publish specifications for the production of required health products,

ACVEIoD Approp alc Irege atg 0 QCIINe 0 1€ rapia approval of neaitn prodgd 0

quality including development of immunogenicity co-relative protection (ICP) for vaccines,
tablish a databa f raw materials and their potential lier
e) establish a repository for cell-lines to accelerate the production and regulatory of similar

f) review and regularly update WHO Listed Authorities so as to facilitate appropriate
regulatory approvals,
g) any other measures required for the purposes of this provision.
he States Partie ha ake measures to ensure that the activities of non-state actg
especially the manufacturers and those claiming associated intellectual property rights. do not
conflict with the right to the highest attainable standard of health and these Regulations and
are in compliance with measures taken by the WHO and the States Parties under this provision,
hich includes:

a) to comply with WHO recommended measures including allocation mechanism made

pursuant to paragraph 1.

b) to donate a certain percentage of their production at the request of

WHO. ¢) blish ¢l . . li 1

d) to share the technologies. know-how for the diversification of production.

t it cell-lin r share other details requir HOr itori r databa
established pursuant to paragraph 5.

.
) to subm eoulatg dossie oncerning safety and e } and manufa

quality contro proceses, when called forby the States Partis or WHO.

Article 15 Temporary recommendations

1. If it has been determined in accordance with Article 12 that a public health emergency of
international  concern is occurring, or the event has a potential to become PHEIC, the
Director-General shall issue temporary recommendations in accordance with the procedure set out in
Article 49. Such temporary recommendations may be modified or extended as appropriate, including
after it has been determined that a public health emergency of international concern has ended, at
which time other temporary recommendations may be issued as necessary for the purpose of
preventing or promptly detecting its recurrence.

2. Temporary recommendations should be as evidence-based., concise and operational as
possible, and refe 0 existing guidance and international technica andard when
appropriate. Temporary recommendations may include the deployment of expert teams, as well as
health measures to be implemented by the State Party experiencing the public health emergency of

international concern, or by other States Parties, regarding persons, baggage, cargo, containers,
conveyances, goods and/or postal parcels to prevent or reduce the international spread of disease and
avoid unnecessary interference with international traffic and recommendations on the access and

12



for their fair andequitable access.
(...
New Para 2 bis: Temporary recommendations should be evidence based as per real time risk

for an o ptimal public health response, that shall be falr and egultable The recommendatlon
based on these assessments shall include:

(a) support by way of enidemic intelligence surveillance. laboratory support, rapid

health measures t0 be 1mplemented by the State Party experiencing the Public Health
Emergency of International Concern, or
b) prohibitive recommendations to avoid unnecessary interference with international
traffic and trade,

(...)

Article 16 Standing recommendations

WHO may make standing recommendations of appropriate health measures in accordance with
Article 53 for routine or periodic application. Such measures may be applied by States Parties
regarding persons, baggage, cargo, containers, conveyances, goods and/or postal parcels for specific,
ongoing public health risks in order to prevent or reduce the international spread of disease and avoid
unnecessary interference with international traffic and recommendations on the access and
availability of health products, technologies, and know how. including an allocation mechanism
for their fair and equitable access. WHO may, in accordance with Article 53, modify or terminate
such recommendations, as appropriate.

Article 17 Criteria for recommendations
When issuing, modifying or terminating temporary or standing recommendations, the
Director-General shall consider:
(a) the views of the States Parties directly concerned;
(b) the advice of the Emergency Committee or the Review Committee, as the case
may be; (c) scientific principles as well as available scientific evidence and
information;
(d) health measures that, on the basis of a risk assessment appropriate to the circumstances, are
not more restrictive of international traffic and trade and are not more intrusive to persons than
reasonably available alternatives that would achieve the appropriate level of health protection;
(e) relevant 1nternat1ona1 standards and 1nstrurnents

vaccines, herapeutics and diagnostlcs for optlmal public health response.
(f) activities undertaken by other relevant intergovernmental organizations and international

bodies; and

(g) other appropriate and specific information relevant to the event.
With respect to temporary recommendations, the consideration by the Director-General of
subparagraphs (e) and (f) of this Article may be subject to limitations imposed by urgent
circumstances.

Article 18 Recommendations with respect to persons, baggage, cargo, containers, conveyances,
goods and postal parcels

1. Recommendations issued by WHO to States Parties with respect to persons may include the
following advice:

- no specific health measures are advised;

- review travel history in affected areas;

- review proof of medical examination and any laboratory analysis;

- require medical examinations;

- review proof of vaccination or other prophylaxis;

13



- require vaccination or other prophylaxis;

- place suspect persons under public health observation;

- implement quarantine or other health measures for suspect persons;

- implement isolation and treatment where necessary of affected persons;

- implement tracing of contacts of suspect or affected persons;

- refuse entry of suspect and affected persons;

- refuse entry of unaffected persons to affected areas; and

- implement exit screening and/or restrictions on persons from affected areas.

2. Recommendations issued by WHO to States Parties with respect to baggage, cargo, containers,
conveyances, goods and postal parcels may include the following advice:

- no specific health measures are advised;

- review manifest and routing;

- implement inspections;

- review proof of measures taken on departure or in transit to eliminate infection or

contamination; - implement treatment of the baggage, cargo, containers, conveyances, goods,

postal parcels or human remains to remove infection or contamination, including vectors and
reservoirs; - the use of specific health measures to ensure the safe handling and transport of
human remains; - implement isolation or quarantine;

- seizure and destruction of infected or contaminated or suspect baggage, cargo, containers,
conveyances, goods or postal parcels under controlled conditions if no available treatment or
process will otherwise be successful; and

- refuse departure or entry.

- ensure mechanisms to develop and apply a traveller's health declaration in international
public health emergency of international concern (PHEIC) to provide better information

21010 AVEC NCrary DO DI Mploni 14 0 1 DC mManiicstea ¢ Al DIrevenuorn

measures that have been compied with such as facilitation of contac tracing, if
n ar

New para 3: In developing recommendations, the Director-General shall consult with relevant
i i AQ i AQ, IMO and WTO in order to avoid unnecessary interference

LK ALIONA Cl C 1CIN 4 - J
with international travel and trade, as appropriate.

In Issuin h recommendation: Th H houl nsult with other relevant
international organization such as ICAQ. IMO. WTO to avoid unnecessary interference with
international travel and ade, such as the movement of essential health care workers and
medical products and supplies.

4. In implementin h recommendation: State Parties shall take int nsideration their

obligations under relevant international law when facilitating essential health care workers

D
MNOVEIMCI Cl Ng PIrote 0l O 1DP1Y 1 A11] 01 _€SSenual meaical proaucts 11 ] Al 0

repatriating of travllers.

E here Stat arties im trave and/or and cargo restriction HO ma
recommend that these measures not apply to movement of health personnel travelling to the
State Party)ie or a public health response and to the tran edical i 1nobi ica
products needed for a public health response.

In loping temporary recommendations, the Director-General shall consult with

relevant international agencies such as ICAO, IMO and WTO in order to avoid unnecessary
interference with internationa avel and d as appropriate. Additionally, te AL
recommendations should allow for the appropriate exemption of essential health care workers
and essential medical products and supplies from travel and trade restrictions.

New 4: In implementing health measures pursuant to these Regulations. including Article 43.

1{0 AU € - MNPO

States Parties shall make reasonable effc aking into account relevant international law
ensure that:
a ntingen lans are in place to ensure that health car rker movement an 1

chains are facilitated in a public health emergency of international concern;

A d § D1 ) J
for public health responses:
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transp of essential medlcal products and supplies; and
Thr atriation of travelers is addr in a timelv manner., given evidence-ba:

measures to prevent the spread of diseases.

Article 19 General obligations

Each State Party shall, in addition to the other obligations provided for under these Regulations:
(a) ensure that the capacities set forth in Annex 1 for designated points of entry are developed
within the timeframe provided in paragraph 1 of Article 5 and paragraph 1 of Article 13;
(b) identify the competent authorities at each designated point of entry in its territory; and
(c) furnish to WHO, as far as practicable, when requested in response to a specific potential
public health risk, relevant data concerning sources of infection or contamination, including
vectors and reservoirs, at its points of entry, which could result in international disease spread.
New (d): The development of "bi-national" contingency plans with minimum content for

the inclusion in plans of action where two countries share a border, for public health
emergencies of international concern (PHEIC).

Article 23 Health measures on arrival and departure
1. Subject to applicable international agreements and relevant articles of these Regulations, a State
Party may require for public health purposes, whether in paper based or digital format. on arrival
or departure:
(a) with regard to travellers:

(i) information concerning the traveller’s destination so that the traveller may be contacted;

(i1) information concerning the traveller’s itinerary to ascertain if there was any travel in or

near an affected area or other possible contacts with infection or contamination prior to

arrival, as well as review of the traveller’s health documents if they are required under these

Regulations including documents containing information for a lab test in digital or
physical format including documents containing information on a laboratory test for a
] Vor inf. . . L. . i includi I ided

at the request of the State Party in digital /electronic form; and/or
(ii1) a non-invasive medical examination which is the least intrusive examination that would

achieve the public health objective;
(b) inspection of baggage, cargo, containers, conveyances, goods, postal parcels and human
remains. (...)
Document ntaining information concerning traveller’ tination (hereinafter

Passenger Locator Forms= PLFs[ should preferably be produced in dlgltal form= with paper

already submitted in elatlon to the same journey, prov1ded the competence authorlty can hav

access to it for the purpose of contact tracing. The Health Assembly may adopt, in cooperation
with the International Civil Aviation Organization (ICAQO) and other relevant organisations,
the requirements that documents in_digital or paper form shall fulfil with regard to
interoperability of information technology platforms. technical requirements of health
documents, as well as safeguards to reduce the risk of abuse and falsification and to ensure the
protection and security of personal data contained in such documents. Documents meeting such

Specificafi 1 requi

for PLFs in dlgltal or paper form shall takelnto account existing widely used systems
tablished at the regional or international level for the issuance an rification of documents.

Parties which are low and lower middle-income countries shall receive assistance in accordance

ith Article 44 for the impl ion of thi o

Article 24 Conveyance operators
1. States Parties shall take all practicable measures consistent with these Regulations to ensure that
conveyance operators:
(a) comply with the health measures recommended by WHO and adopted by the State Party;
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(b) inform travellers of the health measures recommended by WHO and adopted by the State
Party for application on board; and

(c) permanently keep conveyances for which they are responsible free of sources of infection or
contamination, including vectors and reservoirs. The application of measures to control sources
of infection or contamination may be required if evidence is found.

(d) implement quarantine promptly on board as necessary.
(...)

Article 27 Affected conveyances

1. If clinical signs or symptoms and information based on fact or evidence of a public health risk,
including sources of infection and contamination, are found on board a conveyance, the competent
authority shall consider the conveyance as affected and may:

(a) disinfect, decontaminate, disinsect or derat the conveyance, as appropriate, or cause these

measures to be carried out under its supervision; and

(b) decide in each case the technique employed to secure an adequate level of control of the

public health risk as provided in these Regulations. Where there are methods or materials

advised by WHO for these procedures, these should be employed, unless the competent authority

determines that other methods are as safe and reliable.
The competent authority may implement additional health measures, including isolation of the
conveyances and demand the conveyance operators= the pilot in command of the aircraft or the

e shi] ake practicable measure : eyances as necessary, to

prevent the spread of dlsease Such addltlonal measures should be reported to the National IHR Focal
Point.

Article 28 Ships and aircraft at points of entry

(...)

2. Subject to Article 43 or as provided in applicable international agreements, ships or aircraft shall
not be refused fiee or a controlled pratique by States Parties for public health reasons; in particular
they shall not be prevented from embarking or disembarking, discharging or loading cargo or stores,
or taking on fuel, water, food and supplies. States Parties may subject the granting of free or a
controlled pratique to inspection and, if a source of infection or contamination is found on board, the
carrying out of necessary disinfection, decontamination, disinsection or deratting, or other measures
necessary to prevent the spread of the infection or contamination.

(...)

4. Officers in command of ships or pilots in command of aircraft, or their agents, shall make known to
the port or airport control as early as possible before arrival at the port or airport of destination any
cases of illness indicative of a disease of an infectious nature or evidence of a public health risk on
board as soon as such illnesses or public health risks are made known to the officer or pilot. This
information must be immediately relayed to the competent authority for the port or airport. In urgent
circumstances, such information should be communicated directly by the officers or pilots to the

relevant port or airport authority. The competent authority for the port or airport which received
information pursuant to this paragraph may notify the health measures applicable to a ship or
an aircraft as necessary.

Article 31 Health measures relating to entry of travellers

1. Invasive medical examination, vaccination or other prophylaxis shall not be required as a condition
of entry of any traveller to the territory of a State Party, except that, subject to Articles 32, 42 and 45,
these Regulations do not preclude States Parties from requiring medical examination, vaccination or
other prophylaxis or proof of vaccination or other prophylaxis whether in paper based or digital
format :

(a) when necessary to determine whether a public health risk exists;

(b) as a condition of entry for any travellers seeking temporary or permanent

residence; (c) as a condition of entry for any travellers pursuant to Article 43 or

Annexes 6 and 7; or (d) which may be carried out pursuant to Article 23. (...)
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Article 35 General rule
No health documents, other than those provided for under these Regulations or in recommendations
issued by WHO, shall be required in international traffic, provided however that this Article shall not
apply to travellers seeking temporary or permanent residence, nor shall it apply to document
requirements concerning the public health status of goods or cargo in international trade pursuant to
applicable international agreements. The competent authority may request travellers to complete
contact information forms and questionnaires on the health of travellers, provided that they meet the

requirements set out in Article 23. Digital health documents must incorporate means to verify
hei | . . . ieval f fficial web si ! QR cod

2. Health documents may be produced in digital or paper form, subject to the approval by the
Health Assembly of the requirements that documents in digital form have to fulfil with regard
to  interoperability of information technology platforms, technical reguirements of health
protection and security of personal data contained in the health documents Health document
meeting the conditions approved by the Health Assembly shall be recognized and accepted by
all Parties. Specifications and requirements for certificates in digital form shall take into
. idel 1 blished he i ional level for the i i

verification of digital certificates. Parties which are low and lower middle-income countries

shall receive assistance in accordance with article 44 for the implementation of this provision.

Article 36 Certificates of vaccination or other prophylaxis
1. Vaccines and prophylaxis for travellers administered pursuant to these Regulations, or to
recommendations and certificates relating thereto, shall conform to the provisions of Annex 6 and,
when applicable, Annex 7 with regard to specific diseases.
2. A traveller in possession of a certificate of vaccination or other prophylaxis issued in conformity
with Annex 6 and, when applicable, Annex 7, shall not be denied entry as a consequence of the
disease to which the certificate refers, even if coming from an affected area, unless the competent
authority has verifiable indications and/or evidence that the vaccination or other prophylaxis was not
effective.
3. Other types of proofs and certificates may be used by Parties to attest the holder’s status as

having a decreased risk of being the disease carrier, particularly where a vaccine or prophylaxis
has not yet been made available for a disease in respect of which a publlc health emergency of

certificates. These ertlﬁcates may be des1gned and approved by the Health Assembly
according to the provisions set out for digital vaccination or prophylaxis certificates, and should
be deemed as substitutes for, or be complementary to. the digital or paper certificates of

—— hylaxi

Article 42 Implementation of health measures
Health measures taken pursuant to these Regulations, including the recommendations made under
Article 15 and 16, shall be initiated and completed without delay by all State Parties, and applied in
a transparent, equitable and non-discriminatory manner. State Parties shall also take measures to
n-StateActor rating in their r tive territori mply with such measur

Article 43 Additional health measures
1. These Regulations shall not preclude States Parties from implementing health measures, in
accordance with their relevant national law and obligations under international law, in response to
specific public health risks or public health emergencies of international concern, which:
(a) achieve the same or greater level of health protection than WHO recommendations; or
(b) are otherwise prohibited under Article 25, Article 26, paragraphs 1 and 2 of Article 28,
Article 30, paragraph 1(c) of Article 31 and Article 33, provided such measures are otherwise
consistent with these Regulations
Such measures

the specific public health rlsks, be rev1ewed on a regular bas1s and shall not be more restrictive of
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international traffic and not more invasive or intrusive to persons than reasonably available
alternatives that would achteve-attain the appropriate-highest achievable level of health protection.
2. In determining whether to implement the health measures referred to in paragraph 1 of this Article
or additional health measures under paragraph 2 of Article 23, paragraph 1 of Article 27, paragraph 2
of Article 28 and paragraph 2(c) of Article 31, States Parties shall base their determinations upon:
(a) scientific principles;
(b) available scientific evidence of a risk to human health, or where such evidence is insufficient,
the available information including from WHO and other relevant intergovernmental
organizations and international bodies; and
(c) any available specific guidance or advice from WHO.
3. A State Party implementing additional health measures referred to in paragraph 1 of this Article
which significantly interfere with international traffic shall provide to WHO the public health
rationale and relevant scientific information for it. WHO shall share this information with other States
Parties and shall share information regarding the health measures implemented. For the purpose of
this Article, significant interference generally means refusal of entry or departure of international
travellers, baggage, cargo, containers, conveyances, goods, and the like, or their delay, for more than
24 hours.
New 3 bis. A State Party implementing additional health measures referred to in paragraph 1 of
this Article shall ensure such measures generally do not result in obstruction or cause
impediment to the WHQ’s allocation mechanism or any other State Party’s access to health
: hnolosi 1 Kknowl ired fectivel : blic_healtl
emergency of international concern. States Parties adopting such exceptional measures shall
rovide reasons t H
4. After assessing information and public health rationale provided pursuant to paragraph 3, 3bis
and 5 of this Article and other relevant information within two weeks, WHO mayrequestthat-shall
make recommendations to the State Party concerned reconstder—to modify or rescind the

application of the additional health measures in_ca f findin h measures a
disproportionate or excessive. The Director General shall convene an Emergency Committee

be implemented by the State Partv concerned w1thm two weeks from _the date of
recommendation. State Par ncerned may approach WH ithin from th f
recommendations made under

dlspose the request for reconsnderatlon w1th1n 7 days and the decision made on the request fo
reconsideration shall final. The State Part ncern hall r rt to the implementation

committee established under Article 53A on the implementation of the decision.

7. Without prejudice to its rights under Article 56, any State Party impacted by a measure taken
pursuant to paragraph 1 or 2 of this Article may request the State Party implementing such a measure
to consult with it. The purpose of such consultations is to clarify the scientific information and public
health rationale underlying the measure and to find a mutually acceptable solution. Parties taking

measures pursuant to paragraphs 1 and 2 of this Article shall endeavour to ensure that such
measures are compatible with measures taken by other Parties in order to avoid unnecessary
interference with international traffic and tra hile ensuring the highest achievable level of
health protection. To this end. at the request of the Director-General or of any Party impacted
I 1 h i > of this Article. Parti 1 shall
undertake consultations either bilaterally. multilaterally or at the regional level as the case may

Th r f h consultations is to clarify th ientific information and public health
rationale underlying the measures and to find a mutually acceptable  solution. The
Di G Lor WHO Regional Di hi her behalf shall:

(a) facilitate those consultations and propose modalities for their conduct;
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riate. mak tions or pr als on a mutually a tabl lution;

(d) report to the Health Assembly on the conduct and outcome of consultations. with

Article 44 Collaboration and assistance

1. States Parties shall uadertalee-te-collaborate with and_as_msj;each other, in particular developing
counties States Parties, upon request, , In:
n a) strengthening regional planning, preparedness and r nse, in cl ration

with WHO Regional Offices and relevant international and regional organizations:
(a) the detection and assessment of, and response to, events as provided under these Regulations;

(b) the provision or facilitation of technical cooperation and logistical support, particularly in the
development, strengthening and maintenance of the public health capacities required under these

Regulations and in particular as provided in Annex 1 ;
(c) the mobilization of financial resources to facilitate implementation of their obligations under

these Regulations; and to establish an international financial mechanism for providing
financial assistan t lopin ntries in th lopment, strengthening an
maintenance of core capacities required under these Regulation sand functioning health
—'l' ] blic healtl .

¢) (New) building capacity to identify emerging public health threats, including through
laboratoryv meth an nom ncing;

(c) (new) strengthening capacity to identify health threats including through surveillance,

(e) jnew) collaboratlng with each other= with WHO, the medical and sc1ent1ﬁc community,
laboratory an illan to facilitate timel afe, transparent and rapi
exchange of specimens and generic sequence data for pathogens with the potential to cause

Jemi i idemi her high-risk si . . | 1 ional i
international laws. regulations. commitments and principles. including. as appropriate, the
Convention on Biological Diversity, the Pandemic Influenza Preparedness Fram rk. an
the importance of rapidly securing access to human pathogens for public health
preparedness and taking response measures

new) strengthening cooperation and _establishing mechanisms for upgradin
coordinating and explaining in conti territori rograms on health i that ar
recognized of being common interest in terms of appropriate response to health risks and

. [ ional

() (new) developing recommendations and guidance on the use of the digital technologies
to improve and modernize communication for preparedness and response to health
emergencies, including to better meet the obligations of these Rule

health events, preventive and antl-epldemlc measures and act1v1t1es in the medla= social
networks and other ways of disseminating such information

(1) (d) the formulation of proposed laws and other legal and administrative provisions for
the implementation of these Regulations.

(f) (new) facilitating the provision of equitable access to medical countermeasures

rovidin itable a to _health pr t. h _as diagnostics, thera ti
vaccines. PPE equipment and other tools required for responding to public health

emergencies of international concern to frontline workers, vulnerable populations and
general population of all countries in order. as well as in prioritizing access to such health

products for health workers of all countries in rolling out distribution plans
2. WHO shall collaborate with and promptly assist States Parties, in particular developing

countries upon request, te-the-extentpessible, in:

(a) the evaluation and assessment of their public health capacities in order to facilitate the



effective implementation of these Regulations;
(b) the provision or facilitation of technical cooperation and logistical support to States Parties; and
implementation of the timel re and transparent exchan f sampl
genetic sequence data of pathogens capable of causing pandemics and epidemics or other
high_n'sk 3 12 ) ) eleva ) ) ) N ) ) eoa
provisions, rules, o bhgations and pr1nc1ples, mcludlng these Regulations, as appropriate,
th nvention on Biological Diversity, and th rtan f rapid a to information

on human pathogens for public health preparedness and response;

health emergency preparedness and response, 1nclud1ng through the development of an
interoperability mechanism for secure global digital exchange of health information;
(e) !New! countering the dissemination of false and unreliable information about public

networks and ther ways of dissemmatmg such 1nformatlon,
(f)(c) the mobilization of financial resources to support developing countries in building,

strengthemng and mamtammg the capac1t1es prov1ded for in Annex 1 and Annex 6 through the

financial mechamsm for prov1d1ng ﬁnanclal as51stance to developmg countrles Stat
Parties for the said purpose ;

New) support to States Parties in enhancing reporting capabilities in accordance with

reporting processes by States Partles,
h facilitation of th lopment of national lic health emergency r n
plans by developing. disseminating and updating policy documents and technical guidance,
. . ials, d 1 sci bl "
(i) (New) strengthening the capacity of Focal Points. including through regular and targeted

trainin nts an rksh nsultations;

(1) (New) ensuring that differences in contexts and priorities among different States Parties.

when developing recommendations and sunDortmg their 1mnlementation bv WHO in order

to improve pandemic preparedness and effective response for public health emergencies.

New (d) the formulation of laws and other legal and administrative provisions for the

New (e) training health and supportive workforce in the implementation of these Regulations;
the facilitation of a ibilitv _and affordability of health pr ts, incl

sharing of technologies and know-how, establishment and maintenance of the local

Jucti 1 distribution faciliti
New (d) in providing equitable access to health products such as diagnostics, therapeutics
accin rsonal protecti ipment and other tools r ired for r nding t li

health W@W
and general public of all countries in order, as well as in prioritizing access to such health
products for health workers of all countries in rolling out distribution plans and
production capacity.
3. Collaboration under this Article may be implemented through multiple channels, including
bilaterally, through regional networks and the WHO regional offices, and through intergovernmental
organizations and international bodies and if undertaken shall be reported to Health Assembly

through the report submitted under Article 54.
New 4. WHO shall develop an evaluation matrix for assessing the contributions of States Parties

emergencies and hall make the results of such assessments pubhcly avallable w1th1n five years
of entry into force of the provision, and thereafter every three years

New 4. The WHO. in collaboration with other international orQanizations as anDronriate. shall

particular regard to the needs of the Parties which are low or lower-mlddle income countries.
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The Parties and WHO
two years.

New Article 44A Financial Mechamsm for Equtgg in_Health Emergencp Preparedness and Response

concessnonal basis to developlng countries Such ﬁnancial mechanism shall provnde the ﬁnancial

assistance to achieve the following purposes:
i) building. developing, strengthening. and maintaining of core capacities mentioned in

iii ildin loping and maintaining research lopment, adaptation. pr tion
and distribution capacities for health care products and technologies. in the local or
regional levels as appropriate.

iv) addressing the health inequities existing both within and between States Parties such

that health emergency preparedness and response is not compromised;
2. The WHA shall make arrangements to implement the above-mentioned provisions, within 24

and WHO arrangements for health emergency preparedness and response and Whether they
shall be maintained. Every four vears thereafter, the WHA shall review the financial mechanism
and_take appropriate measures to improve the functioning of the mechanism. WHA shall also

States Parties whlch hall decide on its pohcies, programme prlorltles and ehglblhty criteria

Article 45 Treatment of personal data

(...)
2. Notwithstanding paragraph 1, States Parties may disclose to only internal and relevant personnel
and process and disclose personal data where essential for the purposes of assessing and managing a

public health risk. In the case where disclosure of personal data is essential for such purposes,

processing and/or dlsclosmg personal data= State Parties in accordance w1th nat10na1 law and
WHO must ensure that the personal data are:
(a) processed fairly and lawfully, and not further processed in a way incompatible with that
purpose; (b) adequate, relevant and not excessive in relation to that purpose;
(c) accurate and, where necessary, kept up to date; every reasonable step must be taken to ensure
that data which are inaccurate or incomplete are erased or rectified; and
(d) not kept longer than necessary.

(...)
New Para 4: WHO receiving personal data, and States Parties receiving personal data from

Parti hall pr the data in a manner h that the data is not licat
stored without the permission of the provider States Party.

Article 48 Terms of reference and composition

1. The Director-General shall establish an Emergency Committee that at the request of the
Director-General shall provide its views on:

(a) whether an event constitutes a public health emergency of international concern, based on

Articles 1.2 and 12.4.”;

(b) the termination of a public health emergency of international concern; and

(¢) the proposed issuance, modification, extension or termination of temporary recommendations.
2. The Emergency Committee shall be composed of experts free from the conflict of interests
selected by the Director-General from the IHR Expert Roster and, when appropriate, other expert
advisory panels of the Organization, as well as Regional Directors from any impacted region. The
Director-General shall determine the duration of membership with a view to ensuring its continuity in
the consideration of a specific event and its consequences. The Director-General shall select the
members of the Emergency Committee on the basis of the expertise and experience required for any
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particular session and with due regard to the principles of equitable age, gender, and geographical
representation and gender balance and require training in these Regulations before participation.
Th HO, including through th HO Academy, shall provide them with rt a

appropriate. Atteastonemember-Members of the Emergency Committee should be—amrinclude at
least one expert nominated by a the State Party within whose territory the event arises, as well as

experts nominated by other affected States Parties. For the purposes of Articles 48 and 49. an
“affect tate Partv” refers to a State Party either raphically proximate or otherwise

impacted by the event in question .
3. The Director-General may, on his or her own initiative or at the request of the Emergency
Committee, appoint one or more technical experts free from the conflict of interests to advise the
Committee.

Article 49 Procedure

(...)

2. The Director-General shall provide the Emergency Committee with the-a detailed agenda and any
relevant information concerning the event, including information provided by the States Parties, as
well as any temporary recommendation that the Drrector-General proposes for issuance. The agend

aimed at ensuring spec1ﬁc1t& completeness and coherence of the adv1ce provrded
(...
3 bis If the Emergency Committee is not unanimous in its ﬁndings, any member shall be entitled

state WMW
Committee’s report.

3 ter The composition of the Emergency Committee and its complete reports shall be shared
with Member States.

4. The Director-General shall invite affected States Parties. including the State Party in whose
territory the event arises to present t#s-their views to the Emergency Committee. To that effect, the
Director-General shall notify to—tt-States Parties of the dates and the agenda of the meeting of the
Emergency Committee with as much advance notice as necessary. The State Party in whose territory
the event arises eoncerned;- however, may not seek a postponement of the meeting of the Emergency
Committee for the purpose of presenting its views thereto.

(...)

6. The Director-General shall communicate to States Parties the determination and the termination of
a public health emergency of international concern, any health measure taken by the State Party
concerned, any temporary recommendation, and the modification, extension and termination of such
recommendations, together with the views of the Emergency Committee. The Director-General shall
inform conveyance operators through States Parties and the relevant international agencies of such
temporary recommendations, including their modification, extension or termination. The
Director-General shall subsequently make such information and recommendations available to the
general public including the reasons behind such recommendations.

7. Affected States Parties m—whese—territortes—the—event—has—eeeurred—may propose to the
Director-General the termination of a public health emergency of international concern and/or the
temporary recommendations, and may make a presentation to that effect to the Emergency
Committee.

Committee should m‘esent lts recommendatlons to relevant WHO bodies dealing with health

mergen ntion., preparedn and r n h as the Standin mmitt n Health
Emergency Prevention, Preparedness and Response.

Article 53A - Establishment of an Implementation Committee

The State Parties shall establish an Implementation Committ mprising of all States Parti
meeting annuall& that shall be responsible for:

espectlve obligations under these Regulatlons, including under Article 54 and through the
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rovision of technical assistance, logistical
support and mobilization of financial resources for matters relating to implementation of
the regulations with a view to assisting States Parties to comply with obligations under
these Regulations, with regards to
(1) development and maintenance of IHR core capacities;

2 ration with WHO and State Parties in r nding t tbreaks or nt

(c) Promote international cooperation and assistance to address concerns raised by WHO

these Regulatlons in accordance w1th Artlcle 44;
mit an annual report to each Health Assembl

NEW Ci [V (Article 53 bis- - The C li e .
53 bis Terms of reference and composition
1. The State Parties shall establish a Complian mmittee that shall be r nsible for:
(a) Considering information submitted to it by WHO and States Parties relating to
li ith obligati fer tl Regulations:

b) Monitoring, advising on, and/or facilitating assistance on matters relating to compliance

with a view to assisting States Parties t mply with obligations under these Regulations:
jc) Promoting compliance by addressing concerns raised by States Parties regarding

(d) Submlttlng an annual report to each Health Assembly describing:

i) Th rk of th mplian mmitt ring the reportin ri

(ii) The concerns regarding non-compliance during the reporting period;
1 (i) A lusi i Jati f the C .
2. The Compliance Committee shall be authorized to:

a) R t further information on matters under it nsideration:
(b) Undertake. with the consent of any State Party concerned. information gathering in the
territory of that State Party;
(c) Consider any relevant information submitted to it;
Kk th rvi f experts and advisers, including representati f r

members of the public, as appropriate; and

State Party may improve comphance and any recommended technical ass1stance and
financial support.

3. The Members of the Compliance Committee shall be appomted by States Parties from each

be appointed for four—year terms and meet three tlmes per year.

53 ter Conduct of business

2. The Comphance Committee may reguest the D1rector-General to invite representatlves of th
nit ations and it ialized agenci ther relevant inter rnmental organization

or nongovernmental orgamzatlons in ofﬁc1al relatlons with WHO to designate representatlves to

cons1deratlon Such r epresentatlves, with the consent of the Chairperson, make statements on
the subjects under discussion.

33 guater Reports

1. For each session, the Compliance Committee shall prepare a report setting forth the
Committee’s vi and advice. This report shall be appr th mplian mmitt

before the end of the session. Its views and advice shall not commit WHQ, States Parties. or
—] .. 1 shall be f lated vi ! 1 S p
2. If the Compliance Committee is not unanimous in its findings, any member shall be entitled to
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state the reasons why a divrgent opinion is held and shall form pat of the Committee’s report.
Th mplian mmittee’s report shall mitted to all States Parties and to th

Director General, who shall submit reports and advice of the Compliance Committee. to the
Health Assembly or the Executive Board, as well as any relevant committees, for considerati
as appropriate.

Article 54 Reporting and review
1. States Parties and the Director-General shall report to the Health Assembly on the implementation
of these Regulations as decided by the Health Assembly.
2. The Health Assembly shall periodically review the functioning of these Regulations. To that end it
may request the advice of the Review Committee, through the Director-General. The first such review
shall take place no later than five years after the entry into force of these Regulations.
3. WHO shall periodically conduct studies to review and evaluate the functioning of Annex 2. The
first such review shall commence no later than one year after the entry into force of these
Regulations. The results of such reviews shall be submitted to the Health Assembly for its
consideration, as appropriate.
New 4. Apart from providing information to the State Partiesand reporting to the Health
Assembly in this Articl HO shall maintain a a ashboard to provide the details of
the activities carried out under the various provisions of these Regulations including Articles
S(3), 12, 13(5), 14, 15, 16, 18, 43, 44, 46, and 49.

New Article 54 bis — Implementation®]
1. The Health Assembly shall be responsible to oversee and promote the effective
implementation of these Regulations. For that purpose, Parties shall meet every two years, in a
dedicated segment during the regular annual session of the Health Assembly.
2. The Health Assembly shall take the decisions and recommendations necessary to promote the
effective implementation of these Regulations. To this effect, it shall:
(i) consider, at the request of any Party or the Director-General, any matter related to the
effective implementation of these Regulations and adopt recommendations and decisions as
appropriate on the strengthening of the implementation of these Regulations and
improvement of compliance with their obligations;
(ii) consider the reports submitted by Parties and the Director-General pursuant to Article
54 and adopt any recommendation of a general nature concerning the improvement of
compliance with these Regulations;

* Note from the State Party submitting the proposal: The proposal for Article 54 bis is without prejudice to the
discussions on the governance structure of the Pandemic Agreement. Such institutional elements would need to
be considered in a complementary fashion.
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trengthened review mechanlsm to that effect, with the aim of contlnuously improving the

implementation of the Regulation all Parties. In particular, th H its Regional
offices. upon reguest of a Party, which is a low or lower—middle income country., shall
mplement the recommendatlons of such a review mechanlsm to that Party;

romote, as a riate, th lopment, implementation an aluation of strat

plans, and programmes, as Well as pohcles= leglslatlon and 0ther measures by Partles=

health e mergency prevention, preparedness and response;
ir here a riate, th an ration of, and information pr

by. ompetent and relevant organlzatlons and bodies of the Unlted Nations system and

organlzatlons nd bodies as referred to in Art1cle 14= as a_means of strengthening th
implementation of these Regulations;
(vii) oversee the implementation by the Secretariat of its functions under these Regulations.

33:
nsider other action. as appropriate, for the achievement of th jecti fth
Regulations in the light of experience gained in its implementation.

47 to

Commlttee shall have members., a 01nted in_a manner to ensure equitable re 10nal
I ntation an nder balance. Th ial mmitt hall assist the Health Assembl

discharging the functions set out in this Article and report to the Assembly.

that have n0t been notlﬁed by any of them or recommended by the Organlzation,

Member States that apply the measures referr in th ing paragraph must inform
WHO in a timely manner of the scientific |ustlﬁcat10n for thelr establishment and maintenance
and WHO must disseminate this information;

8. The World Health Assemblv must have the onnortunitv to_study_the reports of the Review

mmitt n the rel an ration of the measur ther data referred to in (a) an

(b) included in this paragraph 6 and make recommendatlons regarding the relevance and
continuity of the additional health measures.
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ANNEX 1
A. CORE CAPACITY REQUIREMENTS FOR DISEASE DETECTION
SURVEILLANCE AND HEALTH EMERGENCY RESPONSE

1. States Parties shall utilize existing national structures and resources to meet their core capacity
requirements under these Regulations to identify public health risks , in accordance with principle
2bis including with regard to:

(a) their surveillance, reporting, notification, verification, response and collaboration activities;

and (b) their activities concernlng des1gnated alrports ports and ground crossmgs

aSSIStance to the Developmg Countrles States Partles in order to ensure state of-the-art facllltle

n developing ntri Parties, including through international financial mechanism a
nVISaged in Article 44.
(...)
3. States Parties and WHO shall support assessments, planning and implementation processes in
building, strengthenin loping and maintaining th re capacities requirements under
this Annex in accordance with Article 44. The support of States Parties and WHO shall be in
accordance with Annex 10.

New 4. State (s) whose existing/ and or strengthened national structures and resources are not
meet th re capacity requirements within time frame stipulat nder para 2. shall

supported by WHO to fill gaps in critical capacities for surveillance. reporting. notification,

verification, response.

4. At the local community level and/or primary public health response level

The capacities:
(a) to detect events involving disease or death above expected levels for the particular time and
place in all areas within the territory of the State Party; and
(b) to report all available essential information immediately to the appropriate level of healthcare
response. At the community level, reporting shall be to local community healthcare institutions or
the appropriate health personnel. At the primary public health response level, reporting shall be
to the intermediate or national response level, depending on organizational structures. For the
purposes of this Annex, essential information includes the following: clinical descriptions,
laboratory results, microbial, epidemiological, clinical an nomic data, sources and type of
risk, numbers of human cases and deaths, conditions affecting the spread of the disease and the
health measures employed; and
(c) to implement preliminary control measures immediately.

to_ensure infrastructur rsonnel, technologies and a to _health-care pr t
especially PPE. diagnostics and other devices. therapeutics. and vaccines and the necessary
logistics for their distribution:

e) to engage and promote people’s participation such as promotion of awareness and
ration with control and r nse measur ial an Ifare assistance to affect
persons etc;
resources
Implement prevention measures to r r contain the disea tbreaks with

available resources.

5. At the intermediate public health response levels

The capacities:
(a) to confirm the status of reported events and to support or implement additional control
measures; and
(b) to assess reported events immediately and, if found urgent, to report all essential information
to the national level. For the purposes of this Annex, the criteria for urgent events include serious
public health impact and/or unusual or unexpected nature with high potential for spread.

(c) to detect and identify the responsible pathogen(s). investigate the cause, and assess the
limi is]

d) to provide support to the local community level or primary health care response level
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includi
i) laboratory support for detection, diagnosis and epidemiological
investigation; (ii) clinical guidance and treatment guidelines;
(iii) facilitation of field level public health interventions. if necessary.
iv) assessment o ¢ ial and cultural context of populations at risk, gaps a
needs and schemes for enhancing capacities as mentioned in paragraph 4(e);
information dissemination through socio-culturally appropriate messages and risk
communication management;
i) supply of affordable hea are prod
management of emergency supply chains.
t nduct research on ca and origin of disea mptoms, transmission root
progression of diseases. diagnosis methods. effective prevention and control of the risks etc.

) To coordinate DE C ana il C UNEC Provision o1 prompt and qualty neaitn care 1o

affected persons with available resource.

to assist in self-sufficien f emergency medical team rovide logistics and fiel
support to response teams including secure and comfortable accommodations. functional
and secure working spaces and equipmen pmmunication apabilitie afe 1
transport and effective fleet management.

Building capacities of the state parti mmunity level/ intermediate level) after

consulting with concerned member state

.
01120014 0 Al ] WO 0 ( (CLC DUD 1€ 1 CVCII AUl

animal environmental interface including zoonotic spills and Anti-Microbial resistance
within the territory of the State Party;

(b) Laboratory networks including that for Genomic sequencing and diagnostics to
accurately identify the pathogen/ other hazards.

(c) Health emergency response systems to co-ordinate and implement public health
response includin r apacity and state party r nse capaciti

(d) Health workforce development to identify, track, test and treat to contain/ control the
outbreak/ public health event

(e) Support for a Health information management system to report all available essential
information immediately to the appropriate level of health-care response, depending on
organizational structures. For the purposes of this Annex, essential information includes
the following: clinical descriptions, laboratory resu purces and type of risk, numbers ¢
human cases and deaths. conditions affecting the spread of the disease and the health
measures employed;

(f) to assess and verify reported events immediately. For the purposes of this Annex, the

A A [1 A1

criteria or_urgent evern nclude serious pub health impa and/or unusual ¢
unexpected nature with high potential for spread.

Leverage of communication channels to communicate the risk nterin
misinformation and dis-information.
6. At the national level
Assessment and notification. The capacities:
(a) to assess all reports of urgent events within 48 hours; and
(b) to notify WHO immediately through the National IHR Focal Point when the assessment
indicates the event is notifiable pursuant to paragraph 1 of Article 6 and Annex 2 and to
inform WHO as required pursuant to Article 7 and paragraph 2 of Article 9.
to isolate, identif nce and characterize pathogens, under appropriate biosafet
conditions.
Public health preparedness response. The capacities:
(a) Establish governance structure to manage a potential or declared Public Health
Emergency of International concern.
(a) to determine rapidly the control measures required to prevent domestic and international spread;
(b) to provide support through specialized staff, laboratory analysis of samples, genome
sequencing (domestically or through collaborating centres) and logistical assistance (e.g.
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equipment, supplies and transport);

(c) to provide on-site assistance as required to supplement local investigations;

(d) to provide a direct operational link with senior health and other officials to approve rapidly
and implement containment and control measures;

(e) Establish co-ordinating mechanism to provide direettatson-collaboration with other
relevant government ministries, sub-national level entities, Country office and Regional

Office of WHO, other stakeholders includin and civil

d) Leverage digital technolo for collaborative surveillance networks, forecastin
systems. supply chain management and rlsk commumcatlon

(e) to develop epidemiological intelligence to assess potential public health emergency of

regional or international concern and determine rapidly the control measures required to

to support outbreak investigations, laboratoryv analysis, genomic sequencing of samples
mestically or thr h collaboratin ntres) and for quick and timelv transportation of

ent1t1es under WHO and other State Partles sublect to egultable sharmg of beneﬁt
derived therefrom.

(h) Work force development to provide emergency medical teams and specialized Rapid

to Vents that may constitute a pubhc health emergency of mternatlonal concern;
apacity to research, manufacture an 1 icklv medical ntermeasures/ health

products to respond to the health event

() to prov1de by the most efﬁ01ent means of communication avallable lmks with hospitals
clinics, airports, ports, ground crossings, laboratories and other key operational areas for the
dissemination of information and recommendations received from WHO regarding events in the
State Party’s own territory and in the territories of other States Parties;

(g) to establish, operate and maintain a national public health emergency response plan, including
the creation of multidisciplinary/multisectoral teams to respond to events that may constitute a
public health emergency of international concern; and

(h) to provide the foregoing on a 24-hour basis.

(i) to make available affordable health products and any other response materials

to a and absorb technologies and knowh for th I tion of health car
products including diagnostics. therapeutics and vaccines ensuring their timely availability

mtermedlate levels

k) t 1 linical guidance, tools, meth and means to meet th ifi istical

needs of medical facilities, cold chain management. and laboratories at local communlty

level and/or primary health care response level and intermediary levels.

111 to invest in development of infrastructure. and capacity building of local community
level and/or primary health care response level, and intermediary levels to implement

control and response measures, including health care services.

comfortable accommodatlons. functlonal and secure working spaces and equmment

communications capabilities, safe staff transport and effective fleet management.

(n) To coordinate, supervise and evaluate the provision of prompt and quality health care to
ff i ith tl ilabl

(0) ensure the implementation of available prevention measure(s) to prevent further

transmission, prevent avoidable morbidity, mortality and disabili

achieve resdlence agamst health emergency outbreaks, mcludmg through
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hospital services,

ii radation of tools and meth trained health workfor ith itabl
representation of gender. cultural and linguistic groups,

i) fai 1d ki liti for healtl |

iv) adoption of legal, administrative and technical measures to diversify and increase
production of health products,

jv) improved distribution. and generic substitution for therapeutics.

personal data
ii) financin lutions avoiding catastrophi rdens in the h hol

jviii) national planning and leadership

communlcation and transportation faclhtles
Health tem apaciti in _accordan ith principle 2bi tates Parties n t
build, develop and maintain health systems capacities resilient to public health emergency of

health-care infrastructure and service delivery: improved number and distribution of
health care infrastructure and facilities at the local community level, primary, secondary,
and tertiary health care levels to the resilience levels as defined by WHO. including
. . bed i . 1 hical ibili f sch faciliti
providing general and specific services.

ii radation of the health-care infrastructure an rvice: enhance the prompt an

quality health care to the affected persons at the local community level and/or primary

technologies, advanced tools nd methods, acting in coordination with 1ntermed1ate or

national health response level.
iii) Health workforce° im roved number _and distribution of trained health workers at

levels as deﬁned by WHO, 1nclud1ng and eguitable and gender speciﬁc, cultural, regional
and linguistic ntation, availabilit f generalists an ialist a at

yearly replemshment of reinforcement ratlo

harge of health stat1st1cs= synthes1s of data from dlfferent sources and vahdation of data
frgm population-based and facility-based sources, periodic health systems performance
assessment, health systems resource tracking, immunization coverage and periodic burden

of disease studies 2

and privacy of personal data
A to health pr ts: a ment and enhancement of availability and affordabilit

of _ llsted health products lncludlng 1mproved aglhty of the health products hstlng by

d1vers1fy and increase productlon, and i 1mprove dlstributlon and generic substltutlon

Financing: health car rvi liver ring health emergenci hall not result in
catastronhic pavments. i.e that households shall not spent more than 10% of their total
income on health

vii) Leadership/governance: existence of national health strategy linked to national needs
riorities. including national medicin licy and health emergen reparedn

response plan. periodic updating of the same, and implementation — feedback — follow-up

both agenda setting and 1mplementatlon

At th al level, WHO shall strengthen capacities to:
a. Provide policy document, guidelines, operating procedures epidemic intelligence,

b. Use evaluation framework in ﬁndlng critical gaps and support such state parties in



. . ! o
c. Facilitate sharing of Biological materials and genetic sequencing data and transparent
subject to equitable access to benefits derived therefrom.

d. Facilitate research. technology transfer, development and timely distribution of health
i blic healtl .

e. Counter misinformation and disinformation

f. Co-ordinate with agencies, academia, non-state actors and representati f civil

society. g. Ensure sustainable financing for managing health emergencies.

B. CORE CAPACITY REQUIREMENTS FOR DESIGNATED AIRPORTS, PORTS AND

GROUND CROSSINGS

1. At all times

The capacities:

(a) to provide access to (i) an appropriate medical service including diagnostic facilities located
so as to allow the prompt assessment and care of ill travellers, and (ii) adequate staff, equipment
and premises;

(b) to provide access to equipment and personnel for the transport of ill travellers to an
appropriate medical facility;

(c) to provide trained personnel for the inspection of conveyances;

(d) to ensure a safe environment for travellers using point of entry facilities, including potable
water supplies, eating establishments, flight catering facilities, public washrooms, appropriate
solid and liquid waste disposal services and other potential risk areas, by conducting inspection
programmes, as appropriate; and

(e) to provide as far as practicable a programme and trained personnel for the control of vectors
and reservoirs in and near points of entry.

2. For responding to events that may constitute a public health emergency of international concern

The capacities:

(a) to provide appropriate public health emergency response by establishing and maintaining a
public health emergency contingency plan, including the nomination of a coordinator and contact
points for relevant point of entry, public health and other agencies and services;
New (b) to provide surveillance at point of entry and access to laboratory facilities for quick
diagnosis of pathogens and other public health hazards.
(b) to provide assessment of and care for affected travellers or animals by establishing
arrangements with local medical and veterinary facilities for their isolation, treatment and other
support services that may be required;
(c) to provide appropriate space, separate from other travellers, to interview suspect or affected
persons;
(d) to provide for the assessment and, if required, quarantine of suspect travellers, preferably in
facilities away from the point of entry;
(e) to apply recommended measures to disinsect, derat, disinfect, decontaminate or otherwise
treat baggage, cargo, containers, conveyances, goods or postal parcels including, when
appropriate, at locations specially designated and equipped for this purpose;
(f) to apply entry or exit controls for arriving and departing travellers; and
(g) to provide access to specially designated equipment, and to trained personnel with appropriate
personal protection, for the transfer of travellers who may carry infection or contamination.
New (i) to develop the POE K f £ ill 1 POE
j) Leverage digital technology for harmonising reporting capabilities and for uniform
rtification pr res / mutual trust framework / universal credential verification

system.

at all POEs

A case of the following disease is
unusual or unexpected and may
have serious public health



impact, and thus shall be
notified"?
- Smallpox
- Poliomyelitis due to wild
type poliovirus
- Human influenza caused by
a new subtype
- Severe acute respiratory
syndrome (SARS), as
well as cluster(s) of
severe acute
pneumonia of unknown
cause
- Cluster(s) of other severe
infections in which
human to human
transmission cannot be
ruled out.
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ANNEX 2

DECISION INSTRUMENT FOR THE ASSESSMENT AND NOTIFICATION OF EVENTS
THAT MAY CONSTITUTE A PUBLIC HEALTH EMERGENCY OF INTERNATIONAL

ANNEX 2

DECISION INSTRUMENT FOR THE ASSESSMENT AND NOTIFICATION
OF EVENTS THAT MAY CONSTITUTE A FUBLIC HEALTH EMERGENCY
OF N\TERNATIONAL CONCERN

I Evenis detécted by nanenal surveillance sveotem (1ed Aanex 1)
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| EVENT SHALL BE NOTIFIED' TO WHO UNDER THE INTERNATIONAL HEALTH

REGULATIONS

CONCERN

[The submitting State Party proposes the following model for the evaluation and notification of

events that may constitute PHEIC for countries to replace Annex 2]

E i T ional il .

uestions in four areas should be considered for the decision, evaluation and notification of
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. Geographical scope/ risk of territorial spread
1.1 Has the event already been notified in more than one country?
1.2 Has the event already been flagged by more than one unit within the national health
system? Has the event been the subje
contained in a priority list of the IHR)?
1.4 Is there a risk of national or intonational spread?

2. Characteristics of the event- whether it is rare, reemerging. presents changes in its

idemiological fil Vor | . health i

2. 1. Is the event unexpected or unusual?
2.2. Is the event the reemergence of a previously eradicated disease?
2.3. Were there changes in _the epidemiological clinical proﬁle (levels of incidence. mortality.

itself ad by the upper llmlt in each tlme unlt of the calendar ear"

2.4. Does the event present high pathogenicity, virulence and
transmissibility" 2.5. Is the public health impact of the event serious?

and/or poses a l‘lSk to health professmnal
1.D th nt impair th f healthcare servi for instan there i
no treatment available or treatment requires the use of controlled medlcatlons" 32.1s
there a significant increase in treatment provision or in hospitalizations? 3.3. Does the event
affect healthcare professionals?
4 ial and Economic Relevance - whether th nt affect Inerabl lations, has high
social impact and/or poses a risk to international travel or trade
4.1. Does the event affect vulnerable populations?
4.2. Is it a disease or public health event with high social impact
tismatization or ial grievan
4.3. Does the event affect social interaction?

14D ! ffect local . | hisl . . 0
4.5. Is there a significant risk for international travelling or trade?
The risk must aluated in accordance to the aforemention tions, with a val f1 for
Yes and 0 for No. The sum of the value of all responses will guide the Member State regarding
he decisi ify the WHO i \ 5 of the RSI
For the risk level, the following scores were assigned:
L : Equal to or<5 - Ki monitoring it internall
AVERAGE: 5 to 11 - Potential for spread between countries - Notify WHO
according to Art. 6 of the RSI
HIGH: > 11 -Potential PHEIC - Notify the WHO according to Art. 6 of the RSI

33



ANNEX 3
MODEL SHIP SANITATION CONTROL EXEMPTION CERTIFICATE/SHIP
SANITATION CONTROL CERTIFICATE
To verify authenticity, scan on the official web site or as a QR code.

Image of the OR code or other validation application.
Possibly include “international river vessels” in:
L. The title of the ship sanitation control certificate and control exemption
ifi IL Tl icl i ferri ! oL Jecl .
III. All places where the word maritime occurs
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ANNEX 4
TECHNICAL REQUIREMENTS PERTAINING TO CONVEYANCES AND
CONVEYANCE OPERATORS

. .
ONVEVANCE OPErato nall prepare 1n agavance, wiiere po DIC, 4 DI

measure required if evidence of a public health risk on board is found.
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ANNEX 6
VACCINATION, PROPHYLAXIS AND RELATED CERTIFICATES

When a public health emergency of international concern has been declared, for the purposes of
entry and exit of international travellers in a scenario of voluntary vaccination using products
still at the research phase 1bje 0 very limited availability, vaccination certificates should
be considered approved in accordance with the normative framework of the country of origin,
including with reference to the model/format of certification and the vaccination schedule (t

of vaccine and schedule).

Conditi for digital d )

Paper certificates must be assigned by the clinician indicating the administration of the vaccine
or other prophylaxis, or by another duly authorized health professional. Digital certificates
must incorporate a means to verify authenticity from an official web site. for example a
code?

(...)

2. Persons undergoing vaccination or other prophylaxis under these Regulations shall be provided
with an international certificate of vaccination or prophylaxis (hereinafter the “certificate™) in the
digital or paper form specified in this Annex or in any digital format as being used in the country
. International certificates may be issued in digital or paper form in accordance with Article 35
and with the specifications and requirements approved and reviewed periodically by the Health
Assembly. Such specifications and requirements should enable flexibility in terms of their
validation and acceptance taking into account applicable national and regional rules and the
need for rapid modifications due to changing epidemiological contexts. In order to enhance
transparency  specifications and requirements should be based on open standards and

implemented as open source. The paper certificates shall be issued in the form specified in this
Annex. No departure shall be made in the paper certificates from the model of the certificate
specified in this Annex.
3. Certificates under this Annex or any digital format are valid only if the vaccine or prophylaxis
used has been approved by WHO or/and by State Parties.
5 Vaccination certificates for entry to and exit from national territory:
Two scenarios for the data to be included on certificates:
Minimum scenario:
Presentation of certificate/proof in paper format.
Irrespective of the format, the following data should be present:
1. First name(s) and family name
2. No. of national identity document/passport
3. Type of vaccine: for example vellow fever. poliomyelitis. measles
4. Vaccine batch no. (optional, if available)
5. Date of administration
6. Place of administration (vaccinator)
7. Official stamp (or of the health professional or institution)
Maximum scenario:
Certification of vaccination history via QR code
1. Vaccination history is accredited in digital or paper format
2. OR code directs to the official site of the country of origin to retrieve the vaccination
information. Diseases in the process of elimination/eradication

4. For _paper-based format, Certificates must be signed in the hand of the clinician, who shall be a
medical practitioner or other authorized health worker, supervising the administration of the vaccine
or prophylaxis. The certificate must also bear the official stamp of the administering centre; however,
this shall not be an accepted substitute for the signature. Signatures and stamps may also be
appended digitally by the clinician or the administering centre, or by the health authority on
their behalf., in accordance with Article 35 and with the specifications and requirements
] and revi 1 periodically by the Health A bl
4bis For digital format. certificates must be presented with QR code that contains the
information mention n _the Model International Certificate of Vaccinations or Prophylaxi

and should be aligned with any current guidelines or/and agreed by State Parties
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(...)

8. A parent or guardian shall sign the certificate when the child or a person with disability is unable
to write. The signature of an illiterate shall be indicated in the usual manner by the person’s mark and
the indication by another that this is the mark of the person concerned. Such signatures shall not be

ired o ifi in digital f
(...)

MODEL INTERNATIONAL CERTIFICATE OF VACCINATION OR PROPHYLAXIS
This is to certify that [name] .........cccoceevverieeieenenns , date of birth .................. , Sex
............................... , nationality ............c..ccceceevueenneenne.., national identification document, if
applicable ........coceeveerennnne. whose signature follows ...........ooiiiiiiiiiiiiii
has on the date indicated been vaccinated or received prophylaxis against:
(name of disease or CONAItION) .....viiriitiit ittt aaas
in accordance with the International Health Regulations.
To confer authenticity when appropriate, scan the official site, such as the QR code or
other verification meth R ima
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ANNEX 8
MODEL OF MARITIME DECLARATION OF HEALTH

(..)

New 10) Is there a traveler without the required vaccination in Annex 72 If not..... If ves, please

PIrovid 1€ ACtla 1 Ne attacnea 1ormni 0 y UNC auti
such as OR code or other verification method QR code image

RM ATTACHED TO THE MARITIME DECLARATI FHEALTH
MODEL Include the column “Vaccination according to Annex 7”

New Annex 10
BLIGATI FDUTYT PERATE

. States Parties may reguest collaboration or_assistance from WHO or from other State

collaboration or ss1stance with regard to health emergency preparedness and response become

necessary. It shall be lication of th HO an Parti hom hr ts ar

addressed to respond to such request. promptly and to provide collaboration and assistance as
1A inabili id h_collal . i X hall | . i

the requesting States and WHO along with reasons.

2. WHO and States Parti llaborating and assisting with each other shall:

(a) with regard to surveillance capacitieS'

ii. ldentlfL assess and update the listing of best practices related to orgamzation
structure a illance network:

ii. train human resources to detect, assess and report events under these Regulations. as

iv. facihtate sharlng of technologles and know-how w1th States Parties in need especially
th technol tained in th f research, wholly or partially fun

public sources;

States Parties.
ith regard to r n apaciti

i. develop various guidelines and protocols for prevention, control and treatment of the

ii. ass1st in the development of 1nfrastructure and capacity building for the successful
implementation of protocols an lines an the same to th Parti

need'

develop and pubhsh product development protocols for the materials and health
products required for the implementation of above paragraphs, including all relevant
details to enhance productlon and access to such products,

technologies and knowhow w1th a view to facilitate local nroduction of diagnostlcs.

thera tics and vaccines, incl 11-lin -materials. reagent ign of
etc.;

emergencies takmg 1nto account the past experiences and the needs of the future,
ii. train health rkers to r ith health emergencies, including in adaptation of

best practices and using of reguired technologies and equipment;

alerts and PHEIC= sw1ftly actlng upon reguest from states parties;
ix. carr t research an ilding capabilities for implementing of the regulation

including the product development;

those technologles obtained in the course of research wholly or partially funded by
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public sources.
Xi. building and maintaining IHR facilities in points of entry and its operations.
(c) With regard to legal assistance:

i. take into consideration the socio-economic conditions of the States Parties

concerned; ii. adopt legal and admin ative arrangements to support pub

health response; iii. trin implementation of such legal instruments.
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