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Article 8 Consultation

In the case of events occurring within its terri
tory not requiring notification as provided in A
rticle 6, inpartieular including those events f
or which there is insufficient information avail
able to complete the decision instrument to asse
ss the event within 48 hours in accordance wit
h paragraph 6(a) of Annex 1, a State Party may
should nevertheless keep WHO advised thereof thr
ough the National IHR Focal Point and consult wi
th WHO on appropriate health measures. Such comm
unications shall be treated in accordance with p
aragraphs 2 to 4 of Article 11. The State Party
in whose territory the event has occurred may re
quest WHO assistance to assess any epidemiologic
al evidence obtained by that State Party.
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Article 12 Determination of a public health emer
gency of international concern, including pande
mic emergency

4bis. If the Director—General determines, in a
ccordance with paragraph 4, that an event cons
titutes a public health emergency of internati
onal concern, he or she shall also determine,
having considered the matters contained in sub
—-paragraphs a) through e) of paragraph 4, whet
her the public health emergency of internation
al concerned also constitutes a pandemic emerg
ency.

4ter. If the Director—General determines, in a
ccordance with paragraph 4, that an event does
not constitute a public health emergency of i
nternational concern, the Director—General sha
11 issue an early action alert that includes a
dvice to States Parties on preparing for and r
esponding to the event.
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(%) “pandemic emergency” means a public h
ealth emergency of international concern that
is infectious in nature and:

(i) 1is, or is likely to be, spreading to and w
ithin multiple States Parties across WHO R
egions; and

(ii) is exceeding, or is likely to exceed, the
capacity of health systems to respond in t
hose States Parties; and

(iii) is causing, or is likely to cause, social
and/or economic and/or political disruptio
n in those States Parties; and

(iv) requires rapid, equitable and enhanced coo
rdinated international action, with whole-
of- government and whole—of-society approa
ches.
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US National Terrorism Advisory System, Inter—-Ag
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Article 13 Public health response, including acc
ess to health products

7.WHO shall support States Parties and coordin
ate response activities during public health
emergencies of international concern, includ
ing pandemic emergencies. To facilitate equi
table access to health products, this suppor
t shall include, as necessary, coordinating
with mechanisms and networks that facilitate
equitable allocation and distribution of he
alth products, including through technology
transfer on mutually agreed terms. The afore
said mechanisms and networks may include, bu
t are not limited to, regional ones and thos
e established under relevant international a
greements.

8. After the determination of a public health e
mergency of international concern, pursuant
to Article 12 of these Regulations, the Dire
ctor— General shall:

(e) Conduct, and periodically review and updat
e, an assessment of the availability and af
fordability of health products needed for t
he public health response; publish such ass
essment (s) ; and consider the assessment (s),

when available, in connection to temporary
recommendations pursuant to Articles 15, 1
7, 18, and 49 of these Regulations;

(f) make use of existing WHO-coordinated alloca
tion mechanism(s) and networks, or facilita
te their establishment as needed, to assist

States Parties to access relevant health p
roducts based on public health risks and ne
eds;

(g) support efforts by States Parties to scale-
up and diversify, as appropriate, the produ
ction of relevant health products;

(h) when requested by a State Party, share with

the National Regulatory Authority of said
State Party the dossier related to a specif
ic health product, as provided to WHO by th
e mahufacturer and where the manufacturer h
as consented, within 30 days from receiving
such request for the purpose of facilitati
ng regulatory authorization by the National
Regulatory Authority,
(i) support States Parties, upon their request,
to strengthen local production; achieve qu
ality assurance through regulatory approval
of locally manufactured products; and faci
litate research and development and technol
ogy transfer on mutually agreed terms.

9. Pursuant to paragraph 5 of this Article, and

paragraph 1 of Article 44 of these Regulati
ons, States Parties shall, to the fullest ex
tent possible, according to their national 1
aw and available resources, and upon request
of other States Parties or WHO, undertake t
o collaborate with each other and to support
WHO-coordinated responses activities, inclu
ding through:
(a) supporting WHO in implementing actions outl
ined in paragraph 8 of this Article,
(b) engaging with, and encouraging, relevant no
n—-State actors operating in their respectiv
e jurisdictions, to contribute towards equi
table access to health products needed to r
espond to a public health emergency of inte
rnational concern;
(¢) publishing relevant terms of government— fu
nded research agreements for health product
s needed to respond to a public health emer
gency of international concern, as well as
information, where relevant, on pricing pol
icies regarding these products and technolo
gies, in order to support equitable access.

AT MEDORIRZDOWT, BA/RAYIChealth p
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AT OV TIILT L H RS TUO 20,

Article 44 Collaboration and assistance, includi
ng financial assistance

1. States Parties shall undertake to collaborate
with, and assist each other, to the fullest ex
tent possible, in:

(a) the detection and assessment of, preparednes
s for, and response to, events as provided u
nder these Regulations;

(b) the provision or facilitation of technical ¢
ooperation and logistical support, particula
rly in the development, strengthening and ma
intenance of the publie—health core capaciti
es required under Annex 1 of these Regulatio
ns;

(¢) the mobilization of financial resources to f
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acilitate implementation of their obligation
s under these Regulations; and

(d) the formulation of proposed laws and other 1
egal and administrative provisions for the i
mplementation of these Regulations—; and

(e) the facilitation of access to health produc
ts, including through WHO-coordinated mecha
nisms.

2. WHO shall collaborate with, and assist, State
s Parties, upon request, to the extent possible,

in

(a) the evaluation and assessment of their pu
blie health core capacities in order to facil
itate the effective implementation of these R
egulations;

(b) the provision or facilitation of technica
1 cooperation and logistical support to State
s Parties; and

(c) the mobilization of financial resources t
o support developing countries in building, s
trengthening and maintaining the capacities p
rovided for in Annex 1.

(d) strengthening domestic legislative and a
dministrative arrangements for the implement
ation of these Regulations; and

(e) facilitating equitable access to health
products through WHO-coordinated mechanisms.

2bis. Pursuant to Paragraph 1(c) of this Artic

le, States Parties shall undertake to collabor

ate to:

(a) mobilize financial resources through all r
elevant sources, including existing and fu
ture bilateral, sub-regional, regional and

multilateral funding mechanisms, to assis

t each other, in particular developing cou
ntries, as necessary and in complementarit
y to domestic funding as outlined in Parag
raph 1bis of Article 13, in the implementa
tion of these Regulations;

(b) encourage governance and operating models
of existing financing entities and funding

mechanisms to be responsive to the needs
and national priorities, related to these
Regulations, of developing countries;

(¢) secure the financial resources necessary t
o support the implementation of these Regu
lations through coordination and/or fundin
g mechanisms that may be established in fu
ture International Agreement(s) related to

pandemic prevention, preparedness and res
ponse;

(d) review the effectiveness of the provisions

in this paragraph two years from their en
try into force, and address identified gap
s in financing IHR implementation that are
not being met by current or future domest
ic funding, existing and new bilateral, su
b-regional, regional and multilateral fund
ing mechanisms, including, if necessary, t

hrough the establishment of a dedicated fi
nancing mechanism to provide targeted, sup
plementary financing, in particular to dev
eloping countries, to build, strengthen an
d maintain the capacities required under t
hese Regulations.

2ter. The Director—-General shall support the c
ollaboration work in Paragraph 2bis above, as

appropriate. The Parties and the Director— Gen
eral shall report on its outcomes as part of t
he reporting to the Health Assembly.

FERlOF S L LT, financial assistancelZBH1 2%
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Article 54bis Implementation and Compliance Co
mmittee for the International Health Regulatio
ns (2005)

1. The Implementation and Compliance Committee
for the International Health Regulations (20
05) (hereinafter the “IHR Implementation an
d Compliance Committee” ) is intended to fac
ilitate and oversee the implementation of, a
nd promote compliance with, these Regulation
s. To this effect, the IHR Implementation an
d Compliance Committee shall:

(a) have the aim of promoting and supporting 1
earning, exchange of best practices, actio
ns, and accountability among States Partie
s, at the national, regional, and global 1
evels;

(b) be responsible for monitoring progress wit
h THR implementation, in order to support
effective and equitable provision of techn
ical assistance, logistical support, and m
obilization of financial resources, includ
ing by tracking collaboration between, and

assistance provided by, States Parties fo

r matters relating to implementation of th
ese Regulations, with a view to assisting
States Parties to comply with their obliga
tions and strengthen core capacities.

2.The IHR Implementation and Compliance Commit
tee shall be comprised of [number] State Par
ty members, [number] from each WHO Region, 1
represented by individuals possessing approp
riate qualifications and experience. State P
arty members shall serve for [number] years.

3.States Parties that are not members of the I
HR Implementation and Compliance Committee m
ay attend meetings of the IHR Implementation

and Compliance Committee and shall have the
right to speak after State Party members.

4. The IHR Implementation and Compliance Committe
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e shall have a Chair and a Vice—-Chair, elect
ed by the Committee from among its State Par
ty members, and shall serve for [number] yea
rs.

5.The IHR Implementation and Compliance Commit
tee shall meet at least [once] a year in per
son, virtual or hybrid format, as decided by

the Chair and Vice—Chair in consultation wi
th the Director—General.

6. The Chair and the Vice—-Chair, in consultatio
n with the Director—General, may invite obse
rvers, to attend a meeting of the IHR Impleme
ntation and Compliance Committee, or parts t
hereof, without the right to vote if they co
nsider that this would enhance the work of t
he THR Implementation and Compliance Committ
ee on a specific item or items on the agenda

of the meeting.

7.The IHR Implementation and Compliance Commit
tee shall be facilitative in nature and func
tion in a manner that is transparent, non— a
dversarial and non—-punitive. The IHR Impleme
ntation and Compliance Committee shall condu
ct its business on the basis of consensus. I
n the event of inability to reach consensus,

the difference in views shall be reported t
o the Health Assembly.

8.The IHR Implementation and Compliance Commit
tee shall report annually and make recommend
ations, as appropriate while coghizant of re
spective national circumstances, to the Heal
th Assembly.

9. The IHR Implementation and Compliance Commit
tee shall be subject, as far as practicable,

to the Rules of Procedure of the Health Ass
embly, unless otherwise provided in these Re
gulations.
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PART VI - HEALTH DOCUMENTS

Article 35 General rule

1.No health documents, other than those provided
for under these Regulations or in recommendat
ions issued by WHO, shall be required in inter

national traffic, provided however that this A
rticle shall not apply to travellers seeking t
emporary or permanent residence, nor shall it
apply to document requirements concerning the
public health status of goods or cargo in inte
rnational trade pursuant to applicable interna
tional agreements. The competent authority may
request travellers to complete contact inform
ation forms and questionnaires on the health o
f travellers, provided that they meet the requ
irements set out in Article 23

2.Health documents under these Regulations may
be issued in non—-digital format or digital
format, subject to the obligations of any St
ate Party regarding the format of such docum
ents deriving from other international agree
ments.

3.Regardless of the format in which health doc
uments under these Regulations have been iss
ued, said health documents shall conform to
the Annexes, referred to in Articles 36 to 3
9 as applicable, and their authenticity shal
1 be ascertainable.

4.WHO, in consultation with States Parties, sh
all develop and update, as necessary, techni
cal guidance, including specifications or st
andards related to the issuance and ascertai
nment of authenticity of health documents, b
oth in digital format and non— digital forma
t. Such specifications or standards shall be
in accordance with Article 45 regarding tre
atment of personal data.
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