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i) ABBREVIATIONS

CTD: Common Technical Document

PQ: Prequalification

RRAsS: Recognized Regulatory Authorities
SRAs: Stringent Regulatory Authorities
WHO: World Health Organisation

WLASs WHO Listed Authorities

ZAMRA: Zambia Medicines Regulatory Authority
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ity DEFINITIONS

The definitions provided below apply to the words and phrases
used in these guidelines and they are provided to facilitate their
interpretation. Other terminologies can be found in the Medicines

and Allied Substances act No.3 of 2013 glossary term.

Abridged review: A limited independent assessment of specific
parts of the dossier, or submission for suitability of use under
local conditions and regulatory requirements, while relying on
prior assessment and inspection outcomes from a reference
authority or trusted institution to inform the local decision. The
abridged review is based on assessment reports, and Good
Manufacturing practices (GMP) inspection reports from
reference authorities, plus specific parts of the Common

Technical Document (CTD).

Recognized Regulatory Authorities (RRA): term used to refer
to the list of regulatory authorities whose assessment ZAMRA

recognizes.

Regulatory time: Is a predetermined schedule and deadline
established by the Authority for the submission, review, and

approval processes of various regulated products or activities.

Stringent Reguiatory Authority (SRA): A regulatory

Authority which is a member of the International Conference on

Version |
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Harmonisation (ICH) or an ICH observer, or is associated with
an {CH member through a legally-binding mutual recognition
agreement. This term is being replaced by WLA.

WHO Listed Authority (WLA): A regulatory authority or a
regional regulatory system which has been documented 1o
comply with all the relevant indicators and requirements
specified by WHO for the requested scope of listing based on an
established benchmarking (GBT) AND a performance evaluation

(PE) process.

1. INTRODUCTION

The full registration process requires the application of egual
resources and attention to details to all products which may result
in delays during the registration or listing process. The abridged
procedures provide guidance for the implementation of a risk-
based approach to product dossier assessment and details of
documentation required to facilitate assessment, registration
and/or listing. This will ensure effective utilization of resources
available to the Authority without compromising the quality,

safety and efficacy or performance of the products.
Therefore, the Authority recognizes the scientific evaluation of

products by Stringent Regulatory Authority (SRAs), Recognized
Regulatory Authority (RRA), and those Prequalified by World

Version 1

Guidelines for Marketing Authorisation of a Page ¢ of 31




Document No.: MA/GUD/016

Medicine for Human Use

Health Organization which apply similarly stringent standards for
quality, safety and efficacy or performance of the products.
This guideline is to be read with the respective marketing

authorization guidelines.

2. SCOPE

These guidelines apply to innovator and generic medicines for
human use and allied substances that have authorisation from
SRAs or WHO Listed Authorities (WLAs) and those prequalified
by WHO.

3. PURPOSE

The purpose of abridged procedures guidelines is to avoid
duplication of effort and accelerate the process of assessment and
registration of medicines and allied substances that qualify, using
risk-based approach without compromising the quality, safety and

efficacy or performance of the products.
4. GENERAL REQUIREMENTS

4.1 An abridged application for a medicine or an allied
substance shall be submitted by an applicant or local
responsible person to the Authority in line with the
Guidance for the preparation and submission of dossters in
Common Technical Document (CTD) format available on

the ZAMRA website.

4.2  The application shall be addressed to:

The Director General

Version |
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4.3

5.

5.1

Zambia Medicines Regulatory Authority

Plot No. 2350/M,

Off Kenneth Kaunda International Airport Road
P.O. Box 31890

Zambia,

A separate application and payment of applicable fees shall

be required for each application.

ABRIDGED REGISTRATION PROCEDURES

WHO Collaborative Registration Procedure

The procedure shail apply to an application for a WHO

prequalified product.

5.2

In order to submit a prequalified product for registration in
Zambia, the applicant shall sign and email a counsent form

(Annex 1) and Annex 2, Part A to prequalreg/@who.int.

This will serve to grant WHO permission to share its

evaluation information with the Authority.

These appendices and the General Requirements above shel} be

submitted to the Authority in addition to the following:

a)

Approved variations letters and query responses fo the
prequalified product should be incorporated in the
application submitted for registration to the Authority.
Pending variations with WHO should not be included in the
application submitted in order for the application to qualify

for sameness.
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b) Any differences between the prequalified dossier or data and
the submission to the Authority should be stated as requested

by Annex 2, Part A.

5.2.1 The Authority shall evaluate the product submitted as
abridged application within 90 days of regulatory time.
Regulatory time starts after a valid application for the
registration according to the procedure has been received,

_applications fees have been paid and access to the
confidential information hés béen granted (whichever is
the later) and continues until the date of decision on
registration. The regulatory time does not include the time
granted to the applicant to complete missing parts of
documentation, provide additional data or respond on

queries raised by the Authority.

5.2.2 The consent form (Annex. 1) and Annex 2, Part A to be
used in this procedure, are available on the WHO

prequalification website.
5.3 WHO SRA Collaborative Registration Procedure
The applicant may participate in this procedure if they:
5.3.1 Hold a marketing authorisation issued by an SRA for a

product intended for submission.

5.3.2 Agree with WHO on:
a) the selection of the product for which the procedure is

to be organized, and on the SRA that will be invited to
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b)

5.33

534

5.3.5

share its full assessment and inspection reports for the
product,

applying for registration and proposed date(s) of
submission(s) in Zambia,

the procedure that will be applied to the specific
product(s) and that WHO will have access to the data

shared with the Authority by signing annex 3 and

~ submiiting it to WHO.

Agree with the relevant SRA on sharing fuli updated
assessment report and inspection report with the

Authority through WHO,

Grant the relevant SRA permission to share information
concerning the product(s) with the Authority and WHO
by completing appendix 4B and requests SRA
permission to share the SRA’s assessment and
inspection reports with the Authority and WHO by

completing annex 4A,

Submit an application for registration of the product(s),
with the same set of techiical data, electronically and/or
in hard copy, to the Authority, in line with the procedure
and respecting specific national requirements (Annexes
5, 6, 7 and 8). In the case of deviations from the SRA-
approved product, these must be specified by the

applicant.

Version ]
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5.3.6  Provide a "bridging report" that contains additional
discussion of data relevant to Zambia, if the SRA
assessment report does not cover these elements
sufficiently. This applies in the case of innovator
medicines.

The Authority shall evaluate the product submitted as abridged

application within 90 days of regulatory time.

The authority has adopted the WHQ SRA procedure, documents

and appendices. Applicant should endeavor to use the most recent

updated documents available on WHO website for the SRA

procedure.
5.4 Verification Procedure for Medicine and Allied

Substanrces (non-WHO or SRA  Collaborative

Registration Procedures)

The verification evaluation route applies to a product that has
been evaluated and approved by a Recognized Regulatory

Authority when use of the WHO SRA procedure is not possible.

5.4.1 The following documents shall be submitted under this
evaluation route in addition to the documents under

General Requirements:

a) Duly completed sameness declaration form (Annex 1)

and attach it to the dossier.
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b) The completed assessment report and other relevant
supporting documents from the chosen Recognized
Regulatory Authority shall be submitted. The assessment
reports from the RRA shall be unredacted or unedited, and
should include details of imposed licensing conditions,
final product labelling, chemistry and clinical reviews,
and other information in relation to the product’s
approval. Reports obtained from the public domain such
as public assessment reports are deemed unacceptable.

c) A duly completed verification review template (Annex 2)

attached to the dossier.

5.4.2 Applications submitted to the Authority through this route
without the unredacted/ unedited reports from the RRA will
not qualify for the verification evaluation route. The
applicant shall be required to withdraw and resubmit the
application via other routes if the applicant intends to

pursue the application.

5.4.3 Additional eligibility criteria for the verification procedure

includes:

a) The appiication must be submitted to the Authority within
two years from the date of approval by the chosen RRA;
b) Declaration letter issued by the applicant must be

provided stating that all aspects of the product’s quality
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are identical to that currently approved by the chosen

RRA at the time of submission.

6. MANAGEMENT OF POST-APPROVAL ABRIDGED.

6.1

6.2

6.3

For Medicines and Allied substances approved using the
WHO collaborative procedure and WHO-SRA procedure,
the Authority shall require prior approval of the
amendment by WHO or the SRA and the applicant will
have the responsibility of providing the amendment
approval letter(s) from WHO or SRA and payment of
relevant amendment {ees depending on the classification of
the amendment as provided in the guidelines for
amendments to a marketing authorisation. The WHO,
SRA, the applicant and the Authority shall keep themselves
informed throughout the post-registration phase regarding
relevant variations made to the product, withdrawal,
suspension, delisting from the WHO List of Prequalified

Medicinal Products or national deregistration.

For the verification procedure post approval changes shall
follow the main amendment guidelines issued by the
authority.

Renewal of the marketing authorisation shall follow the

renewal guidelines issued by the Authority.
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7. Annexures
Annex 1: Sameness Declaration for Verification Evaiuation

Procedure

To be Completed by the Applicant:

%

Application for ! Proposed sroduct | {Name of Berrunized
name; Reeniiiony Authoriny!
Registration date

Date(s) of approval of post-

registration variation(s) if

applicable

I, {Fult namey, {Job ide} at {Company’s Ul lepo pamch,

hereby confirm the following for application for registration of

{rame ol product] submitted to the Zambia Medicines

Regulatory Authority (ZAMRA) on {Dawe of asplication

submission}:

» The information and documentation provided in support
of this submission for registration is true and correct.

» The product submitted for registration with ZAMRA is
the same as the product registered with the above
specified RRA.

¢ The technical information in the dossier submitted to
ZAMRA for registration is the same as the technical
information approved by the above specified RRA, taking
into account all amendments that the above specified
RRA has approved since registration.

= The “same™ product is characterized by:
a) The same product dossier content;
For WHO PQ vaccines submitted to the WHO in

Product Summary File (PSF) format, this content
needs to be transferred to CTD format
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b) The same manufacturing chain, processes and

d)

control of materials and finished product, and in the
case of vaccines also by the same batch release
scheme;

The same active pharmaceutical ingredient (API)
and finished pharmaceutical product (FPP)
specifications

The same essential elements of product information
for pharmaceutical products, and in the case of
vaccines, by the same product information,
packaging presentation and labelling.

Information which need not be the same:

a) Module 1, region-specific administrative
requirements

b) Minor differences which are not considered
essential  may  include  differences  in
administrative information, brand name, format
and level of detail of product information as per
regional requirements, labelling of internal and
external packaging and language of product
information.

I hereby confirm that if documents have been submitted by
[Insert full company legal name here] which were received by the
above specified RRA, these documents are completed and
unredacted.

Full name

of Responsible Pharmacist / Person Authorised to

communicate with the Authority:

Company:

Email address:
Telephone Number:

Signature:
Date:

Version |
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Annex 2: Verification Review Template

VERIFICATION REVIEY TEMPLATE

THIS DOCUMENT SHOULD BE COMPLETED BY THE APPLICANT TO ENSURE INCLUSION OF ALL NECESSARY
INFORMATION

This veritied review template will be used for assessment in cases where the applicant’s product has been registered with a Recognized
Regulatory Authority. The following shall be noted:

Ensure that this template is submitted as word document and not as PDF.
If full/unredacted assessment reports cannot be obtained by the applicant from the Recognized Regulatory Authority please use
other regiswration routes.

Complete all sections. The columns for RRA and ZAMRA submission shall be completed with text taken directly {rom the
relevant section in the respective reporis, as well as the reference to the location in the dossier.

References to the location in the dossier will not be accepted without the actual text accompanying theem.
Ensure sufficient detail is included in this template to make an accurate comparison between the RRA and ZAMRA submission,

Do not copy and paste between the colmnns for RRA and ZAMRA submission. These shall all be completed as per the exact
information in the original reports.

Version 1
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1. Administrative data

Nou-proprietary Name of the Finished Pharmaceutical
| Product (FPTY

Proprietary uvame of the Finished Pharmaceuiical
Product (FPP)

Interogtional  nom-proprietary name(s) of the Active
Pharmaceutical Ingredient(s) (API(s)), including form (salt,
hydrate, polymoirph) i

Strensth{s)

Drate of Submission
<for official use onjy>

Date of Evaluation
<for official use only>

Number of Binders

Yroduct Registration receipt number
<for olficial use only>

Application Number
<forofficial use only>

ATC code

Dosage form

Route of administration

Proposed indication(s) -

Applicant name aml 2ddress

Contactinfermation

Conclusion of the evaluation
<for official use only> -
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2. Similarity of Data Set: PRODUCT QUALITY

{tem to verify

Recogrized Regulatory
Authority: | Nang or REA
submission

ZAMRA submission

Evaluator comments

Neme and complete address of

| the applicant

et frs

! e ant report
L CTHIN

Location in report:

RESLE LN IR

-
St
S stran
:y . F
YRS TETI

Localion in dossier:

Name(s) and complete
address{es) of the
manefacturar(s) of the finished
pharmaceutical product(s)
[FPP{s)]. biclogical drug
products(s) (DP(s)), including
the final product release if
different from the
manufacturer,

P Rired fows relovant ropord

suciion]

Location in report:

I LR H S T
RS

Location in dossier:

ACTIVE PHARMACEUTICAL INGREDIENT (API) (NAME, MANUFACTURER)

Name ot API

I Py AT ey IR e
SENranl Trom peiov i ropont
Seohion ]

Location in repost:

vand dossier

v rele

HOCHONG

Location in dossier:

General properties that may
affect the performance of the
finished product (e.g.
polymorphism, solubility in
physiological media)

i reiovant e

Location in report:

ron reioyvan dossior

Location in dossier:
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ftem to verify

Recognized Regulatory
Authority: (N of RRAL
submission

ZAMRA submission

Evaluater comments

Name and address{es) of the
munufacturer(s) of the API{s)

sot From kol reput

b }

Location in report:

sOvuner fom relovant dossiar
eegion}

Location in dossier:

DMF/APIMF number

PESTmct front rolovimt mopod
gt bon

Location in report:

HEERAE s pelosant d
st}

Location in Jossier:

Control of the API (including,
the specitication reference

number, version and date. The
copy of the specification may

report)

be included as attachment to the

avtreet feorn relovin iopen
G}

Location in report:

{Flvivac from yelovant dossior
septi

Location in dossier:

Container closure system

Location in report:

$Eatraeg v redevan! dossier
segtion !

Location in dossier;

Stability summary and
conclusions

(including storage statement
and re-test period)

PLostract from rolevany repaon
iH

Location in report:

w0t

=
Iy

i relovant dossey

oo N
vhowiiaodly

Location i dossier:

FINISHED PHARMACEUTICAL PRODUCT (FPP)

Description

fEsnaed from rokevint mopant

ftign |

faintract rom veeyanl Jounser

St ion ]
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Recognized Regulatory

Item fo verify Authority: [Nome ol RRA S ZAMRA submission Evaluvator comments
submission
Location in report: Location in dossier:

Manufacturer i rodon dlodtradd hom relesoant doasior

~{(Name, address and S HUH suetivn 7

responsibility) Location in report: Location in dossier:

Narrative description of the Pxiract roni velovat vupost lateied o relevant Jossier

manufzcturing process apeiinn seetiond

[riereed to compere the whoic | Location in report: Lacation in dossier:

i faclurbng process, cag juss

Took ul the blank masior

o1t OIS
b wion and
vkl inkorration on
o

Control of FPP/DP et frons velevgs report Howrset from wlovant dossier

State the specification reference | ~vetion; wation!

number, version and date, copy | Location in reportt: Location in dossier:

of the specification must be
attached as attachment to the
report.

e ievin dossier

Container closure system Sestraet fom refevunt v
ertun G

Location in report: ocation in dossier:

Clivad
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Ftem to verify

Recognized Regulatery
Authority: I Marne of REAY
submission

ZAMRA submission

Evaluator comments

Stability summary and
conclosions (incl.. the storage
statement and shelf life)

fEuaa fon relovant repart
seutiont

Localion in repori:

G rCICVaRE oo

Location in dossier:

Lot / baich release documents
for biologicals

i ciat g eny o] PRI,
fExsel Som wetant

et e b
SOLEGT

Location in report:

am releving dossiar

X R
RS

SN
{.ocation in dossier:

f

General comments from
evaluator

Comments from second
assessor
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Composition

RRA: ! Nane of LAY

Component and quality standard

Function

Quant. per unit (mg)

o

Total

General conmmients front evaluator

Comments from second ussessor

ZAMRA submission

Component and guality standard

Function

Quant. per unit (mg)}
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Total

General comments from evaluator

Conmnents from second assessor

Commercial bateh size and bateh furimula

RRA: {Nanic of RRA |

Proposed commercial baich size(s) (e.g. number of desage units)

Component and quality standard (and grade, if applicable) Quantity per batch (kg/batch)

Total

General comments from evaluator

Commentis from second assessor

ZAMRA Submission:

Proposed commercial batch size(s) (e.g. number of doszge units)

Component and quality standard {and grade, if applicable) Quantity per batch (kg/batch)

Version 1
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Total

General comments from evaluator

Comments from second assessor

3. Similarity of Data Set — CLINICAL (SAFETY AND EFFICACY) - If applicable

Pharmacokinetic / safety / efficacy related information used for SRA approval. Indicate:

Type of study

»X™ in appropriate
box

Comparaior product, where applicable

Bioequivalence / Comparative pharmacokinelics,

System (BCS) biowaiver

Biowaiver based on Biopharmoceutics Classification

Additional strength biowaiver

Clinical data

immunogenicity

Comparative pharmacodynamic and potential

Other (please specifiv)

General conunents from evaluator
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Connnents from second assessor

BIGEQUIVALENCE /BIOWAIVERS

Ttem to verify

Recognized Regulatory

Authority: {Mome of RRAS
submission

ZAMRA submission

Evaluater comments

Study number

T waracs fewn
ARUTOR

Location in report:

Histenet from velovan
section

Location in dossier:

Study title

SExeraet froay vedovand repoit
saetiond

Location in report:

shstraet from wicvand ¢
sgonon

Location in dossier:

Research Organisation (CRO}

Clinical facility or the Contract

{hatradt from rejos
sovtion!

Location in report:

shracl Bom relovan! dossler
SEClion |

Location in dossier:

Bipanalytical lahoratories

et ROt rolgvanl 2enet

Location in report:

Pruract e relevant dossier
sestion

Location in dosster:

Company performing
pharmacokinetic / statistical
analysis

sract frony relovauat repont
section )

Location in report:

Uxsract Doon reiovant due
section}

Location in dossier:
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BICEQUIVALENCE / BIOWAIVERS

Item to verify

Recognized Repulatory
Authority: {Navwe of RERA )
submission

Evalusior commenis

Overall trial design and plan:
Description, study dales,
‘sample size

FEN Lo Bt iedes o0t renest
. M A
[ETHNY

Location in report:

AULHORn |

Location in dossier:

Test Product: Name,
manufacturer, batch number,
batch size, location of multi-
point dissolution data in
physiclogical media and release
media, if differcnt

$hiaract fron reles s
seclion|

Location in report:

thvrract from refovant dessior

seetion;

Location in dossicr:

Reference product: Name,
manufacturer, source, batch
number, expiry date

Prom rolevisat voport
sewiiunt

Location in report:

Sstrnet (oo orplovant dy
H

Location in dossier:

Resuits: Conclusion and review
of summary of results (table)

st frem redovant report

.
o)

Location in report:

oL oy vedevimi dussier
ey
Location in dossier:

Ry H

General commients from
evaluator

Comments from second
assessor

4. Labelling
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The following minimum information appears on the label:

Particulars to appear on <the outer packaging> <and> <the immediate
packaging>

Yes/No

Evaluator comments

1. Name of the product: {(invented) name strength pharmaceutical form)
{active substance(s)}

Statement of active substance(s)

List of excipients {only critical/special excipients are listed here)

Pharmaceutical form and contents

e e

Method and route(s} of administration /if no specific information: “read the
package leaflet before use.”}

6. Special warning (hat the medicinal product must be stored out of the sight
and reach of children {normaily: “keep out of the sight and reach of
children.”}

7. Other special waming(s). il necessary

8. Expiry dale

9. Storape conditions

10. Special precautions for disposal of unused medicinal products or wasle
materials derived from such medicinal products, if appropriate

11. Name and address of the supplier / applicant

12. Provision for marketing authorization number}

13. Batch number

4. Proposed category of distribution

15, Instructions on use
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General conunents from evaluator

Conunents from second assessor
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Additional information as per Zambian requirements

Minimum particulars to appear on blisters or strips

Yes/ No

Evaluator comuients

FArIE orien

Name of the product: {{invong

{Avitve substieci(sy

Name of the supplier / applicant

Expiry date

Batch number

I

encral conments from evaluater

Comnents from second assessor

Additional mformation as per Zambian requirements

Minimum particulars to appear on small immediate packaging units

Yes/No

Evaluator comnienis

N

Name of the product: {{(Invented) name strength pharmaceutical form}
{Activc substance(s); Route of administration}

L

Method of administration

b

Expiry date

=

Batch number

th

Contents by weight, by volume or by unit

Storage condition
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7. Category of distribution

General comments from evaluator

Conunenis from second assessor

3. APPLICANT COMMITMENTS TO RRA

Applicant to state any commitments to RRA that may require follow up.

Please do not just state a reference to a section of a report. Please insert a summary of text as per the example helow:

Fihe Applicunt undeviook 1o coniinug tonge- eating of “INN of APL: for a pord

provisional rotest peried (period o Eltg)

The S

vart undertook i continug ong-lony weding of < FPP y

il v v s

1l

i, iracks ot (1NN ¢

TR |

nia

cutive progduction batehes
Jation protoeo! provided i the doss

o prospectively vilic

Swozhd e made v ailulie o

FERM SRS

o ey siuaion by assessors ov for veritication by the inspection temm.
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