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Eligibility Criteria

1. The product must be authorized by SRA or Gull Health
Council (GHC) prioe 1 submibssion,

2. Drugs intended for the treatment of serious or fife—
threatening conditions.

3, Products addressing an unmet medical need with no
registered alternatives available in the local markes

4. Product requested by the CMS or included in the CMS
drug shortage Hat.

Submision Hequirements

16 A formal request mist be submined by CMS

17 Cerificate of a Pharmaceatical Product (CPP) from
Health Autharity in Country of origin

pharmacentical produocts that are apgroved by a Steingent
Regulutory Aathority (SRA)

Eligibility Criteria
To qualify for the Fast Track review pathway, the product
st be suthorized by SRA snd falls under the following
categories.
1 Innovative products, which inelude
- New Chemical Entity (NCE}
- Biological products

= Movel wvaccines, including next-gensration vaccines.
those developed using or

new active substances or technologies.

= Mew indication

or dosge form of already approved

18 Letter  of from  the

Authorization Holder sating the local agent in Kuwait

19 A valid Mannfecturing  License (ML) Good
Practice (GMP) and Site Master

File (SMF} must be submdtted (i case the site is noc

registered)

20 Centificate of Analysis (COA) of the fnished prodict

21 Finished product specification with method ol analysis

pr
1 Orphan drug products

An orphan drug is defined as n medicinal prodoct intended
For the dlﬂy\oi@ yuwmmn or treatment of a rare disease

(WHOY, & disease is consddered rare when it affects less than
01% ofthe papularion. Orphan drogs are ofien developed
for i that are lij or

leb and their develog is d throngh

.G ion of the active
along with a valid Good Manufacturing Practice (GMP}
wertificats for the respective site

23, Outer pack, label & Paticnt Information Leaflet (PIL),
24. Long term stability data conducted in accordance with
ICH guidelines for Kurwait's climatic zane (Zone IV)

15 A months in
secordance with ICH puidelines.

6 Co i g primary pack i miaterial,
pack size, shelf life and storage condition intended for
Kuowait market.

regulatory  incentives to mu:u d-l avall-ahlll!? of

i el b | ALLO. (6.0

- Gene Therapy Medicinal -cui

= Somatic Coll Thorapy Medical Products (v T M P
- Tissue-Engineered Products (TEPs
= Combined ATMPs
Submission Requirements
1 Acomplete CTTRCTD submisshon, including Modules
1-5,

27 Clinfecal & non-clinical for products _ .

28 Bicoquivalence studios for gonoric products (f | 2 Orphan dedgnation products may require a les
Sicabler and ive qualicy. Sirbeal and P data package for reglstration parposes

clinical studies for biosimilars Aok showld saliens,

29 Confirmaci the Mark < - Scientific justification for orphan stats.

EAER s it iy | - Description of the medicinal product, i intended

packager and bateh relenser for Kuwalt marker

3, Commitment fetier to complete all the CTDCTD file
registration requirements within one year.

Timelines.

indication, and therupeutic benefits.

- Available clinical and non-clinical data, although less
comprehensive data may be accepted during evaluation.

- A plan for continued development of safety, efficacy, and
quality data

Trtlal Auvewsenient | 18 working duys from the dwte of a vabd
)

(1] Pespomie | 10 working days (Fom s date of recelving th 3 warking dsys fom the dme of 3 vahid
asesement 5 subanibisdon
[ reapmte | 18 warking days from the dwe of Tecelving the T warkiag days fram fha fase af receiving the
ascpasmant wacand reiponss First respoaie
i) reapame | 18 warking days frem the dats of recetving the s | 311 working days fror the dme of receiviag the |
ancssnsant second senponse

Clock Stop - & perind of 30 calenda R mesponse | 30 wirking days frov

s third poigense

days will be granted to the applicant to respond 1o the
requm-.mm ismed by Medicine and Medical Products

Expedited Pathway

Clock Stop - A maximum clock stop pesiod of 30 calendar
days will be granted to the applicant to respond to the
requiremnent lssued by Medicine and Medical Products

Thi dif is deslgned the und

evaluation of drugs intended for the trvstoent of seciows Priority Pathway

or Efe-th it mdwn- Noax o 4 - A priorty review may be granted for requests submitted
AR B i £ by Central Medical Store (CMS) for Ministry of Health

Karwait market, IMOH) Kuwait, for drugs intended for uw ;,.w,.m af

Locally based MAH or manufacturers may alsa utilize this
pathway to contribute to the development of the national

serions or life it

unmet medical necds un! without any mllnbl- rogistered

mesferlaw.conz
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rocent yoars townrds optimizing its regulatory processes, Glossary
ensuring timely access to safe, effective, and high-quality o Tfan
uphaolding  rigorous  standards  of ol Health The Gali Hralth Coundil spesinized |
on. This document serves as & reference for - under the
indusiry ekl and umbsella of the Gl Comperation Cauncil
healtheare decidon-makers engaged in the l‘llwlu'pn_l S Dt e i 3 el bty el
subsmission, and review of marketing suthorization
application in Kuwait Arabia, Kuwa, the Unised Arals Eminstes
Scape Catar, ahrain, aod O
ok % op refars pesiod |
This framewark outlines the key regulatory pathways and . Hl Eme I:'m A il :
approval mechamisms currently implemented in Kawait vt adioal feuiadion o rexpasaes Froen
P ide enak the spplivans i s, eashies cobendus days
guidance on both roview p-thuuyund-ppmv-l processes 'J"":“ o ee i s gt athe the
Tariry and consi " = |
and evaluations Tuchnbcal “The CTT0 b & sandrdized lormat develapied by
Review Pathways Dhacument the Inteenndonal Cosndl for Hareroaication
Medicine snd Medical Products Registration  and {5, OTE T s sptticoslont foc the
Rk Akiadatarenit . ¢ Fugisiestion of medicines [t oeganizes duta imto
¥ multiple types of i it
regulatory  submmissions, each with defined oligibility adiwinistrative nformaasion. quality. non-
criteria aud specific dncwmthn roqnlrﬁnmn. Review chiniesd, and
palls 5 & i Drig | Ay wkatance or cemEmation of subsances
J oy N 3 i imtencied ro bhe used im che dagnosis. ireamment
il oy Moy nuthority imlrigarian ot preveatien ofisue i e 1o
applications  The SnImng provides a  detailed e, carrest or vedify physiologien
elassific i Tt oo
Elrcironic The 110 I the electnesks versim of
" = Common Conaman Technical Docament It eetsing the
ey | Rk Cu Techical swene ancsbubas ructuss bt aliss digital
pnduel based on Documsent subsentisghon lifeeycle iunapemen, aid deotrosic
(CTDeCTDY Ty ravigation of decuments
ioamsisnt by tha Enwrgency Use | Emregeaicy Use Autborization (E0A) o
" lows the use of
BUAY umappraved madical praducts ur ansppraved
waes uf appeuved produsts daring a declared.
peticaliie tr aff riediciues that mwtithe: | o LA, ]
criteria set forth in the Ministerial Decree for Registration Mininiry of T Minisiry o Healib s the comival
of Pharmaceurical Mediclnal Products b R 'n:.r'—ﬂ'v.-‘ﬂ_ .
Submission Heguirements: it aa {ry s Stute o Marwrabt
A CTDeCT! i ing Modales 1~ Texpanas L ARD
s Asseanment 1, | MEDICAL DEVICE REGISTRATICON AND
'I;lmrl.lnn' o REGULATORY ADMINISTRATION to
Tnbalal Assevment | 90 warking dnpy Gwm the dase of 8 valid v e B i r i
subaission - i
e | Stringent AR inelude USFOLA. EMA, Heallk Canails
i cexponas | 40 warking daps e tar date = seceving the Ngatmin MHEA, PMDA. Sholu bumc. TCA g ot
R llrwt roetroes Authosity (GRA) | pegulanry aurhoritles thas are recognioed by the
i Feapunar | 10 warking days from the date o fecelviig the Wodd Heakh Crinatsntion [WHOb st opeesting
S—— | e roypomsm t Marriry Lavel 4 or It 3 WHO listed Ausharity
RY wespacas | 40 warking durs Gomm tha date af secwiving the |WLA: These awthoeitics typically denensrace
—— | SirdT 7 ndvanced regulatory eaparity and are ien
Clock Stop - A maximum clock stop period of 90 calendar imrabred in mstusl secogitien agresnen
days will be granted 1o the applicant 1o respond to the Ineraduction
r:q'mnm!nk issued by the Medicine and Medical Products Thie d [presents a iy i iew of the
csteati d Hegul tministrati o g the | raviow,
Fast Track Mwwy and approval of pharmaceurical drug prodoces in the Smto
The Fast Track review process sims o expedite the of Kuwait, It gims to provide clear guidance on the review
registration of new drag products, to emsure fust snd | pothwsys and approval processes available for product
rimely access to patients with minimal delays. Requost for registration. The teview pathways include Standard. Fast
fast track along with supportive documents must be Track, Priority, Expedited Biosimilar Emergency Use,
submitted 1o Medicine and Medical Products Reglaration Giull Health Council pathway and Rolling Pathways, while
and Hegulstory Administration by the local agent on the approval processes loclade Swandard  Approval,
behalf of the marketing suthorization holder Upon Conditional Approval and Emergency Use Authorization
submission. Medicine and Medical Products Registration (EUA; The document is designed 1o align with
and Regulatory Administration will evaluate the request internationsl regulatory best pracices and to assist
within 10 working days IF approved. the applicant must k in navigating the Kowait I SyEE.
submit a complete technical dosslor for further review Medicine nnd Mnhul Fmdn:h k.dmm and
This review pathway may follow a sinplified pathway for Regnl hna il strides in
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criteria

- Present u submission teheduls with planned data defivery

dates

- Intfiorm the Modicine and Medical Products Registration

and Regulatery Administradion  whether they have
itted a request for this designati wher regul

suthorities and e outcome of this reguest

2 Submit data in CTD/eCTD format including

- Application form

- Mudule 2 averview

- Clinical stages of development including climical trinl

phase and clinical trial registration owmber, B soy (i

EndraCT or Clinicsl Trial gov)

- Complete sections (ie |, full CMC, nonclinical, or clinical

modulesp

3 Provide a rolling submission plan detailing

- Data to be submitted in each cycle

= Timelines for foture data availability

4. Ensure cach review cycle allows for o defined review

period (i e, 9 working days) per module or data set

5. Inchude the Gual fall dossier sabmiisdon onee sfficient

data has been reviewed

Timelines:

Tinielal Assewmemt | 90 working days from the dave of o vabd |

bnibision

[ reipumar | 30 werking days from i date of receiving e |

first reapenis

19 Benefit-risk assessment report,
. Ph i and to be
wubimintad to Kuwait on monthly basis

21 Deetailed risk management plan,

11 Information about quantity of fnished product on
hand and ihe surge capabilities of the manafacturing sites.
Timelines.

T re——

H reipemas | 7 warking duys [ren the dete of mecaiving the
| Gt oeponse
ma Feapomsr | T wirking days bou the dsie of tecelving the

ammiment | second rexponse

G evigonar | 7 working days froan the dure of receiving the
| chird respoea

ok S~ A el viog pesiod o715 salenti

days will be granted to the applicant 10 respond 1o the

requirenent issued by Medicive and Medical Products

Registration and Regul

Raolling Pathway
A rolling review is o regulstary pachway that allows for the
submission and evaluntion of data in stages (as they
become available) instead of waiting for a complete data
package at once This process spoeds up the ssessment
timaline, cepocially usefil in smergencies or for high-
pricrity medicines. The p i
eligible for rolling review fb
therapy

- g daya ;ﬂ;mﬂnrﬁﬁn‘h.
prs— el seapunan

wi reapanss | ) working duys from the date of receiving e |
| assessnent hisd e gpones

Clock Stop - A maximnm clock stop period of 90 calendar
days will be granted to the applicant to respond to the
requirsment fsued by Medicine and Medical Products

and ¥
GHC-Approved Drug Pathway

This pathway |s deslgnated for pharmaceutical products
that have already received approval from the Gulf Health
Couneil (GHC) under the Jizod

#2025/12/28 - 2 1447 ) B 24
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designed to rapidly evalunte and suthorize the use of

medical products during a declared  public  heatth
(ie, pandemle, outbreak, bi e

It allows the temporary wse of such products when ne

adequate, approved, snd aveilable abternntives exist

Eligibility Criteria

Teo qualify for the Emergency Use pathway, the prodact

must have obtsined pricr approval from s recognized

SHA The following conditons must be met

1 A declared public health emergency

2 The prodoct may include vaccines, druge, biologics. or

diagnostics that fall under ane of the following:

o Unapproved products, or

ph sector. This expedited design: daes
not compromise the scientific standards, or the level of
evidence required for product spproval

Eligibiliry Critecia:

I Drugs intended for the treatment of serious or life-

theatening sonditions.

1. Products addressing an unmet medical need with no
B d i ilalle in the locsl b

3. If the application does nat miset the erbteria ontlined i

points 1 ar 2, only submisions made by locally based

MAHs or mannficturers will he accopted to support

mathonal pharmaceutical advancement

o Approved produce being wsed for

3 There must be an argent medical need, and the product
must meet both of the following

o Add: » werious ue life-ik ing condition related

1o the declared smergency.

o No adequate, approved, and available altermatives are
currently accessible,

4 There munt be preliminary svidence of benefit

S The product mus mest acceptable quality and GMP
standards to ensure safery during emergency use

pathway must be under review by SRA.
Eligibility Criteria-

e sippasher|aw.

following criteria:
1, The product is intended for the trestment of o serioas

life—th

LI addrvises an unmet medical need (e no exising
is available or current i

limitations;
3l is expected o provide a significant therapeutic

It aims to mational i ion by
leveraging  the scientific  asessment  and  approval
conducted ar the GCOC level, while ensuring  full
compliance with local regulatory rogquirements.

Eligibility Criteria

To qualify for this pathway, the produet mu hold » valid
GHOC approval

Submission Reguirements

1. A valid GHC registration certificate issued by the GHC,
2. The dossier submitted to the Medicine and Medical
Produces i and v

miust be identical to the one submitted to the GHC.

3._A complete CTDNeCTD submistion including Madules
1-5

Timelines:

d aver carrently available treatments.
4, The potential adverse events of the product are
considered to be outweighed by the benefits, sapporting a
reasonzble expectation of n favorable benefit-risk balance

profile.
5 The product must not be reglarerad with any regularary
authority ar the time of whmining the desdgnaton
request.

& Sufficient preliminary non-clinical and or clinical data
available to support saged review.

7. There must be robust evidence that pivotal smdies are
angoing and sufficiently powered

L 3 P

1o standards of quality and consistency

2. The applicant should intend to subimit o full Marketing
Anthorization Application (MAA) once adequate data
become available

3 working days fromm the Sate of o valid |
rubmision
) g days from the dace of |

Teceiving

Ta initinre o ralling review, applicants should.
I, Hold a pre-submission meeting with the Kuwalt Drug
Regulstory Autharity o

L resparue | M working days Gom e date of |

- IMgrngs the il of the product to meet the eligibility

3. Evidence of prior authorization or approval from a
recognized SRA

4 Product fact sheer

§ Evidence of effectivencss.

i Preclinical study reporrs.

7 Detailed and updated clinical sudy das

# Ongoing submission of updated duta fi e, safery and
officacy;

9. Sumumary of clinical studies iscluding participaring
countries and number of volunteers involved In each
study.

14 Safery and elficacy reports demonstrating s favorable
benefit—risk profile,

1. jon  on  chemistry, i e s
contrala (CMC)

12 List of manufacturers for the active imgredientis) snd
fimiched product

13 A walid GMP for each manufacturing site.
14 € f the pack size to be
in Kuwait

15 i i v and
secondary packsglng material] to be registered in Kuwait
16 Confirmation of shelf life and storage conditions.

17 Long term atability data for three recent prodoction
botches, covering the Fall proposed shelf life, and
conducied in secordance with ICH guidelines fur Kawait's
climatic zone (Zome IITV)

18 d iti din the same three batches,
conducted for 6 months in sccordsmce with ICH
guidelites,

L. Applicants muss inclade a justificarion request outiining
the rationale for assigning the product to the expedited
review pathway

2, A complere CTD e CTD subminion, inchding Modules

1-5,

[ 60 working days fram the dste of n wabid
[
] Fimanis | 30 warking days o the dats of raceiving ta
[Epe—

sseasmens secand response
B e | 30 warking days from the dote of recelving the
| msesamens thind Fespense

Clock Stap - A maximum clock stop period af 30 calendar
days will be granted to the applicant to ropond 1o the
requirement issued by the Medicine and Medical Products

and ¥ A

Biosimilar Pathway

This review pathway is intended for biosimilar products

that demonserate high comparability to s reference

(originator) biclogical product that is alresdy approved by
streamlbingd

a recognized SHA. The goal is to provide
il 'pumuufvr" il that meet blished

international standards,

Eligibility Criteria:

To be sligible for this pathway, the biosimilar mast have
abtained prior spproval from & recognized SRA or GHE
This pathway applies to biosimilars that ensere robust
comparability data  demonsieating  drlladity 0 the
reference biological product including guality. non-
clinical and clinical data

Subminion Requirerments

1. A complete CTD/eCTD submission, inchuding Modules
1-5,

Timelines

Tnial Avsevsrent | 60 wurking Says (rom
wsbminaian.

(RI respame | 10 warkbeg days rom the date of recelving the |
T tirst respome
£ Eesponis | 3 warking daps from the et of reoriving e

dae al @ valid

Clock Step - A maximum clock stop period of 91 calendar

days will be granted to the applicant to respond to the

requirement issued by Medicine and Medical Products
istration and ik A

Emergency Use Pathway
The Emergency Use Beview s a regulatory pathway
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[[ascwmnens | receiving the scond respones =
Clock Stop - A maximum clock stop period of 30 calendar
days will be granted to the applicant ta respond to the
requirement isued by Medicine and Medical Products
1 and Ragel Ad i

Table 1: Overview of Review Timelines, Clock Stops, and
Permitted Response Cycles by Review Pathway

Figure 1 Timeline of review stages for each review type
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Full marketing suthorization may be granted once Rollimg | 1 The product is intended for the [ 3. Orphan drugs
comprehensive data confirm the product’s sfory and Pathowy | treatment of & serious debilating or life— | 4 Advanced therapy medicinal products
threatening conditbon {ATMPs)
ey 2. It addrecces an unmet medical need (i e
Once the Medicine and Medical Products Registration and no existing treanment is available or current |
Regulatory Administration  considers that the data present serious Bemirark L ol 10} -
Sl L Toto. thio S 3.6 i expected to provide o significant | i The product must be suthorized by
prelag P L e Al aves v | SRA or Gulf Health Couneil (GHC) prior to
will be granted The decision to approve is always made by avallable treatirments. | {Products | submission
Medicine and  Medical Prodocts Hegistration  and 4. The potential adverse events of the | for 1 Drugs intended for the treatment
Regulatory Administration on the basis that the benefits product are considered to be outweighed l’ MOH) of serious or life-threatening conditions
_ . by the benefits, supporting a reasonable L) Products addressing  an  unmet
ourweigh the risks. Applicants must flfill specific post- expectstion of & Fvorable besefit-risk medical need  with no  regiersd
approval obligarions within predefined timelines, balanee profile alternatives available in the local market
Poat-approval ebligations: 5. The product must not be registered with | 4 Product requested by the CMS or
i s time o 3 ol
1. The spphicant must submit all the romaining dats to s (B g Bt e e oomaind inchaded in the CMS drug shortage lis
submitting the designation request
complete the dossier within one year from the date of 5 L rabancy "
conditional approval and/or clinical dats avallable 1o sippor
2. Phase 1T trials is scill ongoing or the thme of conditional staged review e
i 7. There must be robust evidence that Table 2 Eligibility Criteria by Review Pathway continued
v ~ rizati PLC R
spproval and sre typically required as post-authorization piarl eruskine in fng s suficiently | i
panyait Ly powered | Pathway 1. Drugs intended for the meatment of
3 Periodic safety opdate reports (PSURs) and any new B Manufacuring | pr e d\euld.s hreatening condidons.
2 demonsirate 1 ce |1 1 an unmet medical
snfety or efficacy data must be sobmitted as they become | :] D | | ng
it quality and cfns tered  altermatives
wellable; 9, The apglicant should intend to subiuit & e
4. The product's benofit-rik profile will be continnouly fall cs not meet the
through p illance. (MAA} once  adequaiv  data  becos points 1 or 1, onoly
. | vailable. locally based MAHs
e s | e mesierlaw.com ’
dlars; o e STl gl [GHE- [ Th product lmbstl el a validh . Wil be accopted 1o
complete the full data package within one year will result Approved | GHC ) it gl dheal
i o ation of th diticuss] appeaval Drug -
Pathway sl eligible for this pathway, the
. Pathway | biosimilar must have obtained prior
T it Seandard Heg fom
fron i 6 2 Approval Procemss S e e
Once the applicant successfully completes the full dats | Syandard Approval GHIC. Thls pathway appliss to-biotimllass
package, incloding confirmatory clinical trials, and the Standard regiaration s the primary regulaory pathway that smiure robust P ity dara
updated benefit-risk assessment remuins positive. the for placing a pharmaceutical product on the bocal market demonstrating similarity to the reference

product may be transidonsd 1o full standard regluraton
The decision is made based on o comprebensive roview of
all suby d data, dling quality, inical, clinical,
and post-mmarket surveillance Godings.

Conditional approval may be renewed annually based oo
assessment by Medicloe  and  Medical  Products

fi v onsisring that
whe bemedin risk is still Givorable and evaluating the progress
wn the post approval obligations.

Emergency Use Authorization (ELTA)
EUAisa st allows th

approval of pharmmceutical products, inclading vaccines

It applies to products with a complete dara package that
demonstrates  their  quality, safety, and  efficacy.
Regivration must be subiited by & leenved loeal
pharmaceutical company (Local Agent or scientific office)
acting on behalf of the MAH

Approval Validity

Standard regiscration is valid for Ave years fron the date of
appraval

Conditional Approval
Conditional approval is & regulatory mechanism that
allows for the early market anthorization of promising
phurmaceutical products intended to sddress serious or
i i ditions, whete hensive clinical
lata ara mat yer complete (early-phase efficacy data Phase
10 wriale), but there is sntficient evidence 1o sggest o
positive benefic-risk balance
Approval i

that the applicant

of treatments, during a declared public health
The EUA pathway snables sarly necess to products thar

lifin di

may p

when no adequate, approved altematives are available,

studies to

will plete angoing or p

confirm the product’s efficacy atd safery
Approval Validity:

Conditional spprovals are valid for one yoar

biological product including  guality,
non—clinieal and clinical data

fincloding Clock Stops) This timeline represents an
estimated period in calendar days

Table 2: Eligibility Criteria by Review Pathway

Wee The product muost be authorized by SRA
Pathway | prior to submission.

1. A declared public health emergency.

I. The product may include vaccines,

drags, biologics. or dlagnostics thar Gl
under one of the following:

- Unapproved products, ar

~Approved products belng wed for
unapproved indications

3, There must be an urgent medical necd

4. There must be preliminary evidence of
benefit

5 The product must mect scceptable
qualicy and GMP standards 1o ensure
safety during emergency use.

Table 2. Eligiility Griteria by Review Pathway continued

Review | Eligibility Criteria
Pathwsy

Standard | This pathway is applicable to all medicines
Pathway | that meet the criteria set forth in the
Ministerial Decree for Registration of
Pharmaceutical Medicinal Products

Fast
Track The praduct must be authorized by SRA
Pathway | prior to submission
1. Innovative products including
» New Chernical Entiry (NCE
» Binlogical products
eNovel vaccimes, including  noxi-
generation vaccines, those developed uwsing
innovative platforms, or containing new
active substances or technologies,

3 Mew indication or dosage farsm of already
approved innovative products
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delivering the documents required for the timely
processing of an application.

3. The review timelines, response cycles and timelines
outlined in this document apply for standard conditions.
Exceptions may be granted on a case-by-case basis,
subject to regulatory approval, depending on the product’s
complexity or urgency or inquiries requested.

4. To maintain market authorization, the Local Agent
must submit a renewal application before the end of the 5-
year period, in accordance with regulatory requirements
and timelines.

5. Failure to submit a renewal application on time may
result in suspension or cancellation of the registration.
Renewal

The renewal application in intended to extend the
marketing authorization of a registered pharmaceutical

product upon expiry of its validity period, typically five

years. It ensures continued compliance with current
regulatory standards, safety, efficacy, and quality
requirements.

Eligibility Criteria:

Products with a valid marketin I igati
g Jathotien |

approaching its expiry date are eligible-to-applytorenewal —]
The application must be submitted wmleSefeﬁ*aW

specified by the regulatory authority (i.e., 6 months prior

to expiry).

Timelines:
Initial 60 working days from the date of a
Assessment valid submission
R1 response 30 working days from the date of
assessment receiving the first response
R2 response 30 working days from the date of
assessment receiving the second response
R3 response 30 working days from the date of
assessment receiving the third response

Clock Stop - A maximum clock stop period of 30 calendar
days will be granted to the applicant to respond to the
requirement issued by the Medicine and Medical Products

Registration and Regulatory Administration.

based on preliminary evidence supporting their safety and
potential benefit.

Approval Validity:

1. EUA approvals are valid for one year from the date of
authorization or till pandemic ends

2. The EUA may be extended or converted to standard
registration if sufficient data is submitted and the benefit—
risk balance remains positive

3. The Medicine and Medical Products Registration and
Regulatory Administration can revoke or cancel this
authorization at any time if the emergency declaration
ends or new evidence indicates safety concerns or lack of
efficacy

Post-approval obligations:

Holders of an EUA must fulfill the following obligations:
1. Submit updated safety and efficacy data from ongoing
or new clinical trials as soon as it becomes available.

2. Implement an active pharmacovigilance system,
including submission of Periodic safety update reports
(PSURs) or expedited adverse event reporting as required
by the Medicine and Medical Products Registration and
o Refulacory]
—3—Notify-the
Cmegulat

regulatory actions, safety concerns, or product recalls

ion

d Medical Products Registration
nistration immediately of any
occurring internationally or locally.

4. Ensure that labeling and product information (ie.,
SmPC and PIL) are updated promptly if new information
arises that affects the benefit-risk profile,

5. Continue all post-marketing commitments, including
finalizing ongoing confirmatory trails and submitting the
complete data package to support full registration.
Pricing

The local agent is responsible for following up on the
pricing documentation with the Pricing Department of
the Kuwait Regulatory Authority, In order for any product
to be available in the private sector in Kuwait, it must
obtain pricing approval from the Pricing Department.
General considerations

1. The Medicine and Medical Products Registration and
Regulatory Administration reserves the right to suspend
or revoke the product’s registration at any time if new
evidence-whether generated locally or internationally—
indicates a negative benefit-risk balance, raise safety
concerns, or non-compliance with post-authorization
obligations.

2. The agent can help expedite the registration procedure

by replying promptly to the requirements and by



