
models of making new products 

available are not the answer to 

introducing medicines into un-

derdeveloped markets. These 

models  normally do not look 

beyond commercial viability nor 

consider satisfactorily the sys-

tematic preparation of a national 

health system for appropriate use 

of specialty medicines.   

Therefore, based on previous 

positive experiences with other 

dedicated products in  reproduc-

tive health, Concept Foundation 

initiated in 2003 an  ambitious 

program to create Medabon® as 

the first dedicated product in 

medical abortion. 

Medabon®  comprises 

mifepristone and misoprostol in 

a combination pack for early 

abortion. This unique product is 

the first dedicated product for 

early termination of pregnancy  

and will change medical abortion 

practice wherever it is 

introduced. 

Concept Foundation has 
worked for several years on the 

development of the product and 

is preparing for its introduction 

into health systems to make it a 

viable choice for women world-

wide. 

Building on its broad experi-

ences in implementing Access-

to-Medicines (ATM) programs, 

Concept Foundation has fo-

cused on a systematic develop-

ment program addressing all 

product , regulatory and coun-

try-specific issues  necessary to 

launch  Medabon®. 

Concept Foundation is the only 

organization working from 

product conceptualization to 

manufacture to the use of a 

dedicated product. 

Taking a systematic develop-

ment approach enables Concept 

Foundation to meet its obliga-

tions in ensuring the appropri-

ate use of the product. Medical 

abortion requires a supportive 

health system for safe practice.  

Correspondingly, Medabon® 
requires a responsible and 

methodological approach to its 

introduction. 

Medical abortion has seen many 

ad hoc research activities in a 

number of countries as well as 

fragmented approaches to prod-

uct availability. Opportunistic 

activities taken by different or-

ganizations without cross-

organizational synchronization 

of outcomes do not lead to a 

systematic introductory process 

and are inappropriate for the 

introduction of medicines that 

require preparedness of a sup-

portive health system. 

Similarly, solely industry-driven 

Concept Foundation Announces the Arrival of Medabon® 

Donor Support Accelerated Medabon® Development 

The first four years of Medabon® 

development were supported 

from Concept Foundation’s own 

limited internal resources.  Dur-

ing this time, Concept Foundation 

established the fundamental 

framework for product creation: - 

secure access to data from clinical 

research, meeting stringent drug 

regulatory requirements;  - assess 
potential suppliers worldwide and 

identify suitable manufacturers 

of quality-assured pharmaceuti-

cals  for  Medabon® produc-

tion;  -establish a collaboration 

agreement with a suitable 

manufacturer under specific 

terms especially tailored to 

meet supply conditions into 

developing countries. 

At the beginning of 2007, Con-
cept Foundation eventually 

received significant donor fund-

ing from an anonymous donor, 

DfID and the Packard Founda-

tion. This donor funding pro-

vided finance at a critical time 

and allowed Concept Founda-

tion to accelerate the target-

oriented activities and enter 

into the final phase of manufac-

turing, regulatory and specific 

country introduction activities. 
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After Concept Foundation had 

determined the need for a dedi-

cated product in medical abor-

tion, it initiated from 2003 a  

technical assessment of pharma-

ceutical manufacturers world-

wide. An important issue was to 

identify companies with the  

capabilities to manufacture the 

product under international 
current Good Manufacturing 

Practices (cGMP ) and to supply 

both components of the finished 

product, mifepristone as well as 

misoprostol, with all documen-

tation necessary for registra-

tions by stringent regulatory 

agencies. 

Based on the results of this tech-

nical assessment, in early 2005, 

Concept Foundation approached 

several pharmaceutical compa-

nies to discuss their interest in 

collaboration on the develop-

ment of Medabon®. Negotiation 

of a suitable collaboration agree-

ment which provided for the 

needs of developing countries 
significantly reduced the number 

of interested companies. Finally, 

later that year, a license agree-

ment was signed with one manu-

facturer.  

In parallel, activities were ongo-

ing to access a large database 

from clinical studies undertaken 

on the use of mifepristone and 

misoprostol for early abortion, 

which would be adequate to 

meet stringent regulatory re-

quirements. These clinical data 

represent the pivotal clinical 

studies on which the clinical 

part of the drug regulatory 

dossier is based for registration 

of Medabon®. 

The dosage regimen of Med-

abon® follows the WHO-

recommended regimen of 

200mg mifepristone given 

orally, and  800µg misoprostol 

administered vaginally. 

product, there needs to be 

finalization both of policy and of 

service delivery guidelines; de-

velopment of training curricula 

and all necessary print and IEC 

materials; as well as completion 

of a strategy for advocacy. 

The time at which the product 

becomes physically available is 

the time to begin the initial 
phase of introduction: training 

of selected service providers; 

initial service delivery at desig-

nated facilities and any neces-

sary operations research. 

This initial phase of introduction 

is best undertaken prior to 

Ideally, the date at which a medi-

cal abortion drug becomes 

physically available in a country 

should be the common endpoint 

for the completion of all pre-

paratory activities necessary to 

create the optimal environment 

for comprehensive abortion 

care. This must begin with de-

velopment and agreement of a 
national introductory strategy 

for the medicines within the 

context of their clinical indica-

tion; national policies and guide-

lines; capabilities of the national 

health system and key stake-

holders. Prior to availability of 

regulatory approval - if authori-

ties agree, allowing scaling-up of 

services and concomitant avail-

ability of product ahead of prod-

uct registration. 

Thus, the time at which the 

medicine becomes physically 

available should mark the com-

pletion of preparatory activities 

and be the common starting 
point for the implementation 

and realization of an appropri-

ately designed introductory 

process. 

Optimal synchronization is the 

key to building the best possible 

supportive health system. 

Building Blocks Leading to Availability of Medabon®  

What are the Fundamentals of an ATM Program 

What Remains to be Done to Launch Medabon® 

and others have their own re-

quirements. Most regulatory 

agencies require technical in-

spections of the manufacturer, 

registration of a trade name, an 

agency agreement executed 

between the manufacturer and 

the principal importer / distribu-

tor of the drug, and a recom-

mended pricing for the product. 

Concept Foundation has identi-

fied regulatory requirements in 

each of the countries where 

Medabon® will be launched ini-

tially and has submitted the 

regulatory dossier. 

In several countries, where a 

national medical abortion intro-

duction strategy has not been 

developed, Concept Foundation 

has begun working with govern-

ment and key stakeholders to 

catalyze its development, which 

will ensure a responsible and 
systematic approach to Med-

abon® introduction and the 

appropriate use of the product. 

Medabon® - as with any phar-

maceutical product - requires 

drug regulatory approval for its 

market introduction. Different 

countries have established differ-

ent requirements that need to 

be met before drug registration 

and marketing approval are is-

sued. 

Most OECD countries require  
the dossier format to follow 

ICH requirements (International 

Conference on Harmonization), other 

countries follow some of these 

òDifferent 

countries have 

established 

different 

requirements 

that need to be 

met before drug 

registration and 

marketing 

approval are 

issued.ó 
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Medabon® is built on 
the need for a dedi-

cated product and 
affordability of quality-
assured manufacturing 

Optimal synchroniza-

tion of preparatory 
and implementation 
tasks is the key to 

building a supportive 
health system 



Medabon® will become avail-

able as marketing authorizations 

are obtained in the countries 

where a regulatory submission 

has been made.  

As with any drug, the applica-

tion for regulatory approval for 

Medabon® must refer to the 

chosen trade name of the prod-

uct and a principal agent which 
is the responsible party for 

custom clearance, product 

importation and its distribution. 

This agent supplies Medabon® 

into available and suitable distri-

bution channels in the country. 

Where appropriate, the agency 

will use its own distribution 

channels and networks. If ap-

propriate, it will also arrange 

for 3rd party distribution to 

ensure maximal territorial cov-

erage. 

The basic condition for sub 

distribution is the existence of 

a supportive health system. 

Social marketing organizations 
need to demonstrate their 

territorial coverage; their reach 

into the lowest income seg-

ments of their markets; and 

how they can ensure that the 

basic criterion of a supportive 

health system is met.  

Medabon® can be available 

through Concept Foundation for 

operations research directed at 

developing a supportive health 

system within an agreed national 

introductory strategy. Request 

for product must be supported 

by a full proposal that has been 

approved by the relevant na-

tional or institutional ethics 

committee.  

Commercial inquiries for oppor-

tunities to sell Medabon® into 

private markets must be di-

rected to the principal agent in 

that country.  Contact informa-

tion is  available from Concept 

Foundation. 

based regimens. 

While the recommendation for 

vaginal use of the misoprostol 

tablets may be an issue relating 

to perceived user sensitivity, it 

is also known that vaginal use 

and application of various non-

prescription drugs and prod-

ucts is regular practice for 

many women worldwide. Con-
cept Foundation considers that 

it is a responsible decision to 

recommend the regimen that 

has the highest methodological 

efficacy and the least number of 

The product configuration of 

Medabon® as dedicated prod-

uct, one 200mg tablet of 

mifepristone packaged together 

with four tablets of 200µg mi-

soprostol each, is based on the 

recommended regimen by 

WHO and the Royal College of 

Obstetricians and Gynaecolo-

gists. 

This regimen allows the use of 

the combination regimen until 

63 days of pregnancy and has 

shown the highest efficacy of all 

clinically proven and evidence-

ongoing pregnancies after use, 

as well as the lowest side 

effects, to women to 

ensure safe practice.  

As data on improvement 

of existing regimens or 

alternative routes of ad-

ministration become 

available and these data 

meet internationally rec-
ognized regulatory re-

quirements, Concept 

Foundation will update all regu-

latory applications accordingly. 

When and How will Medabon® be Made Available 

Regimen for Use of Medabon® 

Where will Medabon® be Available Initially 

approving Medabon® registra-

tion will be announced as soon 

as they are available.  

Obviously, this initial list of 

countries is not exhaustive to 

meet the global need for Med-

abon®; there is still an enor-

mous amount of work neces-

sary to achieve a widespread 

availability. 

However, this initial list reflects 

the desire of Concept Founda-

tion and its donors to demon-

strate the viability of the Ac-

cess-to-Medicines program for 

Medabon® as well as meeting 

the needs of countries identi-

fied as priorities by the donors. 

Regulatory activities and in-

country preparations for the 

introduction of Medabon® in 

additional countries require 

additional funding beyond avail-

able resources.  Nevertheless, 
Concept Foundation will con-

tinue to work on expanding the 

availability and introduction of 

Medabon® wherever possible.  

The first regulatory approval 

for Medabon® has been ob-

tained in Nepal. 

The other countries in the first 

wave of Medabon® introduc-

tion are Cambodia, Ethiopia, 

Ghana, India, Mongolia, South 

Africa, Tunisia, Turkey, and 

Vietnam.  Product introduction 

can only happen as marketing 
authorizations are awarded by 

the regulatory agencies. In 

many countries, the relevant 

authorities do not provide final 

timelines. As such, countries 

òThe first 

regulatory 

approval for 

Medabon® has 

been obtained 

in Nepal.ó 
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The import license for 

Medabon® is held by 
an agency selected and 
appointed before the 

drug regulatory ap-
proval 



 

 

Concept Foundation is part of the global movement to improve health 

care in the developing world. Its focus is to provide Access-To-

Medicines, particularly for reproductive health services, by ensuring af-

fordable products of assured quality. Medicines developed through Con-

cept Foundationõs programs combine top quality and internationally re-

quired drug safety measures with affordability for the benefit of lowest 

income earners. 

Concept Foundation is the forerunner and early architect of public sec-

tor oriented downstream intellectual property management in health. A 

commercially attractive package of out-licensing conditions for pharma-

ceutical products has stimulated several pharmaceutical manufacturers 

worldwide to partner with Concept Foundation in serving the needs of 

women and men in developing countries. 

Active since 1989, Concept Foundation has initiated several public-

private partnerships with pharmaceutical manufacturers worldwide, de-

veloping collaboration agreements for technology transfer and licensing 

arrangements for the manufacture and marketing of its licensed prod-

ucts. 

WE TRANSFORMED 

OUR AIM 

TO CREATE AN 

AFFORDABLE 

PRODUCT OF  

ASSURED QUALITY 

INTO A TARGET-

ORIENTED 

DEVELOPMENT 

PROGRAM 

 

KEY DONORS 
SUPPORTED US AT A 

CRITICAL TIME TO  

REALIZE THE  GOALS 

ogy transfer, cGMP protocols,  

data from pivotal clinical stud-

ies, GCP-compliant clinical 

research, ICH-compliant regu-

Commercial companies need 

to generate financial success 

and make decisions which mar-

kets to serve based on the 

potential for profitable returns. 

Public sector health care needs 

access to lowest-cost drugs at 

assured quality.  

These are the two apparently 

conflicting goals that character-
ize the divide that Concept 

Foundation bridges with its 

business model. Successful 

solutions are built on partner-

ships between opposite sides 

to create synergies for mutual 

benefit. 

The motivation of businesses 

to launch drugs into public 

sector health care usually re-

late to various forms of finan-

cial support. Concept Founda-

tion initiates, provides and 

manages key components for 

pharmaceutical manufacturing 

and marketing, such as technol-

latory documentation, regula-

tory dossier submissions,  and 

identifying country based im-

porters and distributors. These 

activities save significant invest-

ments for the commercial part-

ner and speed up time to mar-

ket. 

In return, Concept Foundation 

expects the commercial part-
ner to serve underdeveloped 

and normally unprofitable mar-

kets with products of assured 

quality at the lowest possible 

cost.  

In its license agreements with 

commercial partners, Concept 

Foundation negotiates a trans-

parent ex-factory supply price 

for public sector agencies, and 

reserves the rights to regular 

price and quality reviews of the 

products. Concept Foundation 

also ensures that appropriate 

strategies have been developed 

for the introduction of a prod-

uct. 

CONCEPT FOUNDATIONõS SUCCESSFUL BUSINESS MODEL FOR 

PARTNERSHIPS WITH PHARMACEUTICAL MANUFACTURERS  

Access-To-Medicines for Developing Countries 

Www.medabon.info 

Direct your inquiries to: 

 
Medabon @ conceptfoun-

dation.org 

To serve markets in the de-
veloping  world, Concept 

Foundation motivates com-
panies through specific busi-
ness propositions  


