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About

2014 =

awlgall 900l
Company P"Aw_g

KNOWLEDGE

Background

We are a regulatory consulting office

established in 2014 in Riyadh, Saudi Arabia. We

provide SFDA regulatory consulting services for P

the Biotechnology, Pharmaceutical, and é{'ﬂ PharmaKnow! 2020 S
MedTech Industries. [ fx Consulting

L4032, PharmaKnowl
é {i‘ Consulting SERE



About 25 NN i

Leading Provider of LR
Regulatory Consulting Services QAN ?

INn Saudi Arabia
Our team offers comprehensive solutions and tailored

» Experts in Laws & Regulations of ) . :
oh ticals / Biotechnol strategies to help you navigate complex regulations and

» Fharmaceu 'Ca§ © e_C otz accelerate market access in Saudi Arabia. With our

» MedTech/Medical Devices specialized expertise, you can focus on innovation

» Other life Sciences industries while we ensure your regulatory compliance.

» Comprehensive Regulatory and CRO Solutions

D

Accelerated Market Access
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About

Licenses

Regulatory Consulting (SFDA)
Pharmacovigilance (SFDA)

Authorized Representative (SFDA)

Clinical Research Organization — CRO (SFDA)

Certifications

*|ISO 9001:2015
*1SO 13485:2016

Location

Alnada Center (Office No 13)
7164 Othman bn Affan Rd. Riyadh, 13317
Saudi Arabia

Operations Sector

Executive Department of
registration and licensing

KINGDOM OF SAUDI ARABIA
l Saudi Food & Drug Authority

Operations Sector

Executive Department of
registration and licensing

VISION d__JdJ

2::30

¥

Uil iian &nd,

Saudi food and drug authority certifies that:

Is licensed by the Saudi Food and drug Authority to

operate in the field of Consultancy pursuant to
the Consulta ncy Reg ulation for the
activities defined in the license.

The establishment must obtain a separate market

authorization certificate for each of it's’ product.

Establishment activity: Consultancy O ffi

Account number:

CR number: 7
Issuing date/ Expiry date:
Issuance Type: Update

License number:

Establishments Licensing Department

)
LT
G g3 Tyl

auanll aljlniwill diilgall dapeall wisn

Consultancy Office License

Pharma Knowledge Consulting
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I KINGDOM OF SAUDI ARABIA
Saudi Food & Drug Authority
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Clinical Trials Monitoring Center License

ty certifies that clgalig
nter License: K
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Ol 2 2020 :jajall pan

ayaaiill ajlagl Clinical Trials Roud Alsubaiei o )
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Management

Mohammed Jobran

Pharmacy BSc, Biomedical Informatics MSc.

19 Years of Regulatory Experience:

Chief Regulatory Pharmacist
Saudi Food and Drug Authority (SFDA) — 9 Years

S 0
PP

<" \;c_‘ 2>

R AR

L o

Regulatory and Scientific Office Manager
Multinational Company - 6 Years

Sale
.
¥4
oy
e
&4

Y- R |
.?.‘ h""-’ -

CRCa S # w
yog* )

Regulatory Principal Consultant
PharmaKnow!| Consulting - 5 Years

L4032, PharmaKnowl
é {i‘ Consulting FEEIE



Why PharmaKnowl|

. L1
Knowledge @ Cross-Sector Experience =i|=|==,!i”t
= i %
/ Updated with the latest regulations and other related @ Providing acumen advice in alliance with the authority \\‘\‘\‘I“!””‘
information originated by market dynamics to provide expectations utilizing past practical experience in the {{{“““‘ “““““
i ini i i i MANIRRNLN &
solid opinion and regulatory intelligence. Gov sector (SFDA) and the industry. \\\Q\\\}‘\:}égég‘:f‘%
@OR Qualified Staff Credibility
Licensed pharmacists and biotechnologists enjoying a Trusted by top 10 pharma and biotech companies. A
continuous training program. local partner of global leading consulting firms.
oY I('\I @
Authenticity Quality Continuity Privacy
SFDA, MOH, MOC Licensed ISO 9001:2015 Certified Business Continuity Measures Data Privacy / Protected Servers
Xfﬂ PharmaKnow!
. Page 7
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Why PharmaKnowl|

|

| By
v Unique Regulatory Solutions /
\ Advanced Authority Communication . * ] : ‘
\ Professional Team of Consultants ==
\ Full outsource / Plug-In Teams e —— <
\ High Tech Regulatory Solution \ | GO

- 8§

& N
\xf%“ PharmaKnowl Page 8
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Our Clients

¢ Orphalan gl'!lc’yes" = FRESENIUS
L & 4 o
: J septodont i
AstraZeneca APIHWA ISMYJ Pharmex w A Immedica

@ATNAHS a Lindbeck ﬂ * Exeltis

Abbott

@ Pharma

Pharmanovia SAMSUNG Emmaus DAEWOONG
ap)) AMN BIOLOGICS ‘ mi. Life Sclences, Inc. ﬁg PHARMACEUTICAL CO,LTD.

1f"“ PharmaKnow!

Se ﬁ Consulting Page 9



Our Clients

PDI & MEGAGEN VIDA

PHARMA

ZOLL seca

CUFOTON pHEDI  cuentasystem oMt MEDIOAZ
M Dr. itena) &= [VIBST
MICROAIRE Schumacher CLINICAL Y
ol SR ey e Magiea" schwarzer
4 nnate @ PIOT=CH D=NTAL A cardiotek ESSILOR

If" PharmaKnowl
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Services

Clinical Research

Comprehensive clinical research services,
including trial design, management, and regulatory
compliance.

Regulatory Affairs (@R
y" We design and implement innovative & visionary

regulatory strategies to support your business
decisions.

Pharmacovigilance

Outsourced PV function, QPPV and PV System.
Assign our professional QPPVs for your
pharmaceutical products.

T  Quality & GMP

o — We audit and develop quality systems compliant with @&
GMP and ISO standards. Providing auditors and SFDA
former inspectors to fine tune all compliance aspects.

Consultation | 2

Regulatory strategy development, due diligence, D I:I |:|
and support for mega projects such as tech
transfer, MA transfer, and licensing.

Representation .05
O
Local agent/authorized representative to work as an Q

applicant on behalf of the marketing company to
maintain compliance.

sz.“ PharmaKnow!

%, ;1 Consulting Page 11



Services / RA

Regulatory Projects & Operations

 Products Registration
« Life Cycle Management
 Manufacturer GMP/ISO audit

« MA Transfer/ LM Change
« Tech Transfers / Local Manufacturing
* Licensing Agreements

 Dossier & Technical File Development
 Due Diligence / Gap Analysis

* Distributor Add/Change
« MAH Registration

==
= -~ T_-—'Q_‘__"_ e , I
= S .—:-::3\\ ] |
- ——— O | |
s _%\;.::\- = - j
e A N ¢ )\A ?\ \M
== N NRNASTS U
S LN X "T P LT A \l'lll )
== q W =G | l',nl
S e R et |'1/|'
{
- I o = ) -
> | A
— = - ! ' -—f":j:_L_ )
— !
T-A L :. S "/ / 1it-
-~ . o~ .',.v'! -
e AT \é*,
NARA VS
Yie /\N
T4

Regulatory Intelligence |

v" Intel information about the market.

v' Regulatory updates including analysis of
expected impact, timelines, and
recommendations

xf" PharmaKnow!
%, ‘? Consulting
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Services / RA

Regulatory Consultation

Pharma Consultation
 Scientific Office / Distributors
* Drug Pricing

« SFDA Meeting & Appeals

MedTech Consulting
 MD Technical File

« CER/PMCF

» Biocompatibility/Stability Tests

Strategy Development
« Regulatory impact analysis

* Manage possible risks

* Reduction of cost and timelines
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Services / Representation

Local Representation

v’ Local Agent / Applicant
v' Authorised Representative (ar)
v’ Scientific Office Management

Independent & Non-Commercial

Start without a distributor
Accelerated Approval

International Company Registration
Licenses Control / Data privacy
SFDA meetings & representation

xf" PharmaKnow!
> {i‘ Consulting FEEE



Services / PV

ICES

lance Serv

Fel

Pharmacov

Partner of global PV providers.

QMS

PSMF/PSSF

QPPV

©
o
@©
L
QO
—
©
)
&7
@)
M
O

Quality management

system

Development of PV

Master File

Qualified Person for
Pharmacovigilance

BTTRR Wy
N
“.‘ AN\

—
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Services / CRO

Clinical Research Services

Partner of global CRO providers.

« Licensed CRO by SFDA
* Clinical Project Management Teams

* Trial data management

* Functional Service Provider (FSP)

« Submission & approval from ECs/IRBs/CAs

e CRF, CSR, CER, PMCF generation & submission.

« Statistical analysis and management of the trial data

1f0‘ PharmaKnow!
> ,.? Consulting Page 16



How We Operate

PKC will prepare template

PKC will prepare

PKC will prepare

Please provide document so PKC can sha

Please provide document so PKC can shart

Translation is required - to be arranged after
Please provide document so PKC can share an
Please provide document so PKC can share ani

PKC will prepare template

Please Provide

Please Provide

Submission Operations

Non-GMO)

Please Provide either GMO or Non-GMO lett

Please provide PSSF and your local QPPV

Please provide RMP and summary PSM

Please Provide

provide the document when av
to review.

We will trv to proceed -

1f" PharmaKnowl!
e i‘ Consulting Page 17



SFDA

*

Sectors Affairs

Regulatory Dept

Assessment Dept

Clearance

How We Operate

PharmaKnowl

Meetings
Project Progress
Coordination

«— Gap Analysis

«— Drafted Letters

«— Translation/Designs
«— Compiled File

«— SFDA Submission

— Inquiries

— SFDA Letters

— SFDA Invoices
— SFDA Approvals

Due Diligence
Projects discussions
Oversight Meetings

Product File «
Suppliers’ files «
Certificates «
Labels «
Déclarations «

Gap Analysis Report —
Deficiencies —

Clarified SFDA Inquiries —
Draft Responses —

Manufacturers —

RECR) PharmaKnowl
}z‘,.? Consulting

Page 18
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Gap Analysis Report

K
NN

il
sasis

.q") T
SRR

i PR, : 7
Unique Method 7 =

i A B

. . . 1 Section Requirements PKC Comments
A special way of product file review, developed by PharmaKnowl : .
3 10 Cover Letter PKC will prepare template
and con tl NnUo usly u pd ated A 13 Comprehensive Table of Content PKC will prepare
S 4.2 Application Form PKC will prepare
6 13 Product Information
7 331 SPC Please provide document so PKC can share annotations
8 132 Labelling Please provide document so PKC can share annotations
9 1.33 PIL 3
10 1.33.1 Arabic PIL Translation is required - to be srranged ofter completeing thes
C O m m e rC i al - C e n t e re d O bj e Ct i Ve S 11 1.33.2 English PIL Please pravide document so PKC can share annotations
12 134 Artwork [ Mock-ups) Please provide document so PKC can share annotations
13 135 Samples PKC will prapars tamplate
0 0 5 0 14 14 Information on the Experts
Structured to attain two main objectives: 15 14T Toualy Fieass Proviie
16 142 Non-Clinical Please Provide
. . . H 17 143 Clinical Please Provide
» Fastest submission timelines. o e e
. . . o 19 151 Non-Genetically Modified Organism (Nen-GMO) Biease Provide skher GMO or Non-GMO Tetter
* Minimum SFDA findings / Inquiries. 26 | o A 61—
21 156 Pharmacovigil
22 161 Pharmacovigilance System Please pravide PSSF and your local QPPV cv
23 162 Risk Managements Plan Please provide RMP and summary PSMF
24 1.7 Certificates and documents
. 25 11.7.1 GMP Certificate Please Provide
Pa ral | e | P rO C eS S | n g provide the document when available before legalization
26 11.7.2 CPP or FCS Lo review.
We will trv to proceed with a commitment letter to lesalize
Maximizing speed by utilizing all opportunities for parallel = [ cuestioncer  Appiication niormation BN 160 +

processing of SFDA requirements between PharmaKnowl and .
PharmaKnowl| Due Diligence Sheet
the Manufacturer.

Xfo.:. PharmaKnow!

%, sy, Consulting Page 19



Our Learning Management System

SFDA Bank of Inquiries

We track and collect SFDA inquiries to build internal references

work instructions to solidify our operation & gap analysis methods.

Gap Analysis Checklist

Periodically updated by all staff as a reference for new registration, 2 il
VarlatlonS, Updates, and man UfaCturer regIStI’atIOI’] Variations Regulatory Activities Process to Opera

Check lists and work instructior npartant points 1o consicer in Excel sheets, Tracker

ulatory activities your praducts easily

Annual Training Records

Annual training in regulatory and post-marketing surveillance, including:
*« QMS s O Praiks R
« Code of Conduct

» Anti-Bribery & Anti-Corruption Policies

 Conflicts of Interest

* Interaction with healthcare stakeholders

1{" PharmaKnowl
> f‘? Consulting
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com

+966112777729 | +966112404409

Thank You
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mailto:Support@pharmaknowl.com?subject=Request%20/%20Inquiry%20(Profile)
http://pharmaknowl.com/
tel:+966112777729
tel:00966112404409
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