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Article 1

standing recommendation” means ren-birding 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 nen-binding 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
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Article 12 Determination of a public health emergency of international concern public
health emergency of regional concern, or intermediate health alert

The Director-General shall determine, on the basis of the information received, in .1
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

If the Director-General considers, based on an assessment under these Regulations, .2
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 health emergency
of international concern, anrd—the—State—Party—are—ir—agreement—regarding—this
determination; the Director-General shall notify all the States Parties, in accordance
with the procedure set forth in Article 49, seek the views of the €ommittee-estabtished

uhder—Artictle—48—thereinafter—the-“Emergency Committee”) on appropriate temporary

.recommendations
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Article 3 Principles

The implementation of these Regulations shall be with—futrespect-for-the—dignity,human .1
rights—and—fundamentalfreedoms—ofpersons based on the principles of equity, inclusivity,
coherence and in accordance with their common but differentiated responsibilities of the

States Parties. taking into
.consideration their social and economic development

(.)

bis. The States Parties shall develop and maintain capacities to implement the 2

Regulations in accordance with their Common But Differentiate Responsibilities and
Respective Capablhtles QCBDR-RC[, avallablhty of 1nternat10nal financial assistance

glven to the establlshment of functlonmg public health systems res111ent to pubhc health
.emergencies

The implementation of these Regulations shall be guided by the goal of their universal .3
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 when dealing with unknown pathogens

(...)

New 5. The State Parties shall implement these Regulations on the basis of equitv.
solidarity as well as and in accordance with their common but differentiated

.responsibilities and respective level of development of the State Parties

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

WHO pursuant to the implementation of these Regulations shall be exclusively for
.peaceful purposes
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Article 18 Recommendations with respect to persons, baggage, cargo, containers,
conveyances, goods and postal parcels

Recommendations issued by WHO to States Parties with respect to persons may include .1
: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 -

;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 -

Recommendations issued by WHO to States Parties with respect to baggage, cargo, .2

: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
;TESErvoirs
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 (PH p provide
better information about travel itinerary, possible symptoms that could be
manifested or any prevention measures that have been complied with such as
facilitati r ine. if
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New Article 44A - Financial Mechanism for Equity in Health Emergency Preparedness and
Response

A mechanism shall be established for providing the financial resources on a grant or .1

concessional basis to developing countries. Such financial mechanism shall provide the
:financial assistance to achieve the following purposes

i) building, developing, strengthening, and maintaining of core capacities mentioned in
;Annex 1




building, developing and maintaining arch, development, adaptation, production
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)

The WHA shall make arrangements to implement the above-mentioned provisions, .2
within 24 months of the adoption of this provision, reviewing and taking into existing

availability of funds and WHO arrangements for health emergency preparedness and
r n nd whether th hall maintain Every four rs thereafter, the WHA shall

review the financial mechanism and take appropriate measures to improve the functioning
of the mechanism. WHA shall also ensure that the financial mechanism functions under
the guidance of and be accountable to States Parties, which shall decide on its policies,

.programme priorities and eligibility criteria
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New Article 13A: Access to Health Products, Technologies and Know-How for Public Health
Response



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
Requlations and are in compliance with measures taken by the WHO and the States Parties

:under this provision, which includes
a) to comply with WHO recommended measures including allocation mechanism made

.pursuant to paragraph 1

’ heir production at the request of WHQO
.c) to publish the pricing policy transparently
.d) to share the technologies, know-how for the diversification of production

e) to deposit cell-lines or share other details required by WHO repositories or database
-established pursuant to paragraph 5

f) to submit requlatory dossiers concerning safety and efficacy, and manufacturing and
.quality control processes, when called for by the States Parties or WHO
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ANNEX*

Article 59: Entry into force; period for rejection or reservations


https://apps.who.int/gb/ebwha/pdf_files/WHA75/A75_ACONF7Rev1-en.pdf

The period provided in execution of Article 22 of the Constitution of WHO for rejection of, .1
or reservation to, these Regulations er-amamendment-thereto, shall be 18 months from the
date of the notification by the Director-General of the adoption of these Regulations erefan
amendment—to—these—Regttations by the Health Assembly. Any rejection or reservation

.received by the Director-General after the expiry of that period shall have no effect

1lbis _The period provided in_execution of Article 22 of the Constitution of WHO for
rejection of, or reservation n amendmen h Regulations shall 9-bEH18

These Regulations shall enter into force 24 months after the date of notification referred .2
to in paragraph 1 of this Article, and amendments to these Regulations shall enter into

force 12 months after the date of notification referred to in paragraph 1bis of this Article,
:except for

a) a State that has rejected these Regulations or an amendment thereto in accordance)
;with Article 61

b) a State that has made a reservation, for which these Regulations or an amendment)
;thereto shall enter into force as provided in Article 62

c) a State that becomes a Member of WHO after the date of the notification by the)

Director-General referred to in paragraph 1 of this Article, and which is not already a party to

these Regulations, for which these Regulations shall enter into force as provided in Article
60; and

d) a State not a Member of WHO that accepts these Regulations, for which they shall)
.enter into force in accordance with paragraph 1 of Article 64

If a State is not able to adjust its domestic legislative and administrative arrangements fully .3
with these Regulations or an amendment thereto within the period set out in paragraph 2 of
this Article, as applicable, that State shall submit within the applicable period specified in
paragraph 1 or 1bis of this Article a declaration to the Director-General regarding the
outstanding adjustments and achieve them no later than 12 months after the entry into
force of these Regulations er-an-amendmenttherete for that State Party fandnetaterthant
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