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A. Introduction 
 

The webinar, organised by German Development Cooperation through the programme Global 
Alliances for Social Protection, implemented by Deutsche Gesellschaft für Internationale 
Zusammenarbeit (GIZ), discussed issues related to systematic decision making for Universal Health 
Coverage (UHC). 

Many emerging and developing countries currently engage in reforms aiming at better financial 
protection of their population through UHC. Reforming the way national health care is organised and 
financed has profound implications for equity. National systems providing public services, no matter 
rich or poor, are always under budget constraint resulting in the dilemma to balance financial 
protection of patients versus financial sustainability of national health funds. Therefore it is critical to 
manage the cost of healthcare provision and ensure the most efficient spending of the scarce 
resources. 

Consequently, a carefully established, monitored and updated benefit package is key to ensure 
service access for patients. Equally, decisions about size and depth of benefits have direct 
implications on the financial sustainability of UHC schemes. 

Policy makers are required to make systematic decisions in view of balancing treatment benefits and 
the cost. Many countries striving for UHC face the challenge to establish a transparent and efficient 
decision-making process which in turn creates large inefficiencies and access barriers to patients. 

Globally there are however systematic best practices emerging to handle the respective challenges. 
Several countries have developed tools and methods which provide great improvements in terms of 
resources and service access. What is lacking so far, is an exchange of those emerging 
solutions around the globe which could help countries to benefit from each other, avoid mistakes 
and progress faster with their national systems. 

In response to multiple requests voiced across continents, the objectives of the global exchange 
series are: 

1. Provide a peer-to-peer platform for policymakers and practitioners to share experiences on 
decision making for their benefit packages. 

2. Specifically discuss challenges and transmit international best practices related to 

 Governance: Key system functions, mandates and interactions 
 Process: the flow from regulatory, to scientific reviews, economic analysis and health 

technology assessments (HTA), pricing negotiations, costing/adjusting of reimbursement 
tariffs, monitoring of usage 

 Linkage to Provider Payment system and overall financial sustainability control 

3. Co-produce knowledge products and hands-on tools which can be adapted to specific country 
contexts. 

This first webinar presents an analytical framework that can form the basis for a common approach 
to evaluating the benefit package design and decision making, in order to afterwards allow for 
parallels to be drawn among countries. Examples of various countries will be used to demonstrate 
how the framework applies, and what it can reveal when evaluating the implementation of UHC.  

The GIZ programme, "Global Alliances for Social Protection", of German Development Cooperation 
promotes dialogue and exchange of learning about social protection among emerging and interested 
countries in Latin America, Asia and Africa.  
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B. The proposed analytical framework 
 
We know that spending for medicines accounts for the second largest cost block of a health care 
system, after the expenses for human resources. In OECD countries, on average, pharmaceutical 
spending was about 20% of the total health care spending in 2013. From a macro-economic 
perspective, this spending accounted on average for 1.4% of the countries national GDP. In low 
income and emerging countries the share of total health care spending is typically larger, due to 
lower wage levels for the medical staff. E.g. in Indonesia, the estimate ranges from 35-45%, recent 
data from Togo showed levels up to 70% of the expenditure of the public health insurance fund 
being used on medicines. 

When discussing the financial impact of medicines under a health insurance scheme, the temptation 
is to simplify things by assuming it is merely a question of setting the price better (e.g. therefore 
creating a Health Technology Assessment (HTA) unit, reviewing the tendering process etc.). While 
that may hold true in some cases, for the majority of countries the situation is more complex, and a 
more in depth, systematic analysis of the pharmaceutical system is required.  
 
In our experience, the pharmaceutical system has three layers – issues or gaps in any of these layers 
generally translate into incorrect prices (either too high to cover them, or too low to foster 
competition), over- or under prescribing, increased OOP expenditure, and ultimately reduced access 
to care. 
 
The proposed analytical framework considers the following three aspects when evaluating a 
pharmaceutical system of a country:  
 

I. Are the mandatory functions of a pharmaceutical system in place?  
II. What is the current information flow between the existing functions?  

III. What are the working practices and outputs from each function?  
 
In the following pages, we firstly provide a description of a template pharmaceutical system and 
template answers to the above three questions. We propose a process on how to evaluate the 
system, which should afterwards form the basis for various, more detailed decisions that need to be 
taken within different parts of the system. The purpose of this paper is mainly to highlight the need 
to take a more systematic approach to the system set-up, and new tools or interventions should be 
introduced considering the system as a whole, rather than just one function of it.  

 

I. The mandatory functions of a pharmaceutical system  
 
Globally, while setting up pharmaceutical systems, countries have developed and strengthened 
various functions, from regulatory capacity, to health technology assessments, price negotiation 
groups, and units to monitor usage. However, over the past two decades, there has been a 
convergence of best-practices, leading to the following basic functions that all best performing 
pharmaceutical systems tend to cover (see Figure 1 on next page): 
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Figure 1 The functions of a pharmaceutical system 

 

The regulatory function – has the role to assess the safety of a new drug, in 
order to then grant a market authorization. Implementation of international 
manufacturing and clinical standards within production sites also falls under the 
remit of regulatory agencies. 

 

The scientific/expert review – groups of experts in charge of reviewing clinical 
data of newly authorized products, in order to decide if the drug is effective and 
how it compares to the current drugs used in the same disease and population 
of patients. 

 

The pharmacoeconomics/ Health Technology Assessment function – units in 
charge of establishing a correlation between the clinical performance of the 
drug, and the potential price that a patient or the healthcare system can pay, 
within their purchasing power capacity. The function of health assessment can 
use various tools and economic models. 

 

The pricing and reimbursement decision – generally the most publicly visible 
function of a pharmaceutical system as main decisions on the benefit package 
composition are made here. The pricing and reimbursement unit(s) leads price 
negotiations with manufacturers, while also being politically aware of national 
political priorities. Once a decision on whether to include a product on the 
reimbursement list is reached by this function, the health provision system must 
provide the product as part of the benefit package. 

 

Purchasing and payment – administrative function ensuring the drugs are 
procured as efficiently as possible (e.g. tenders), and providers (hospitals/ 
pharmacies) are reimbursed according to their services and drug expenditure. 

 

Monitoring, control and feedback function – unit(s) in charge of monitoring 
expenditure, drug usage and drug prescribing. Moreover, the function provides: 
a. policy solutions for adjusting the budget/prescribing;  
b. statistical, real world data on usage and disease burden.  
The data represents essential evidence for further decision making and is then 
feedback to all previous functions. 

©Mapping Health Ltd.  
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II. The information flow – ideal pathways of interaction and communication of 
information between the functions 

 
The functions described earlier are executed 
by different public agencies, according to each 
country’s organigram. Sometimes multiple 
stakeholders cover different aspects of one 
function, other times there is one major 
organization covering several functions.  
 
Whichever way organised, the key is to have 
all functions in place, and also to ensure there 
is a clear alignment between all the 
organizational units, with the flow of 
information between them passing clearly, 
predictably and comprehensively.  
 
As in any system with multiple stakeholders, 
any decision taken by one function (for 
example, the decision by the scientific 
committee to replace an older, cheaper, drug 
with a new, more expensive one) has 
implications for the following units (the pricing 
committee and the providers). In this example, 
assuming the decision to replace the older 
drug has only been communicated to the 
prescribers, and not to the pricing committee, 
the pricing unit will likely not consider the new 
drug as a replacement, but rather as an 
additional treatment, and therefore smaller 
volumes, with incorrect budget impact; b. they 
may decide to include the only reimburse the 
drug partially, as the other one was the gold 
standard, fully reimbursed. As a result, 
coverage for the product is not provided in 
reality and ultimately OOP expenditures 
appear.  

 
In an ideal system, the flow of information from one function to the next would have the form of a 
‘snow-ball effect’ – each function adds its own layer of information to the initial data, thus ensuring 
that each following unit makes its decision being fully aware of all previous decisions. For example 
(see Figure 2). 
 
 
 
 
 
 
 
 
 
 

The number of units and agencies required to 
perform the functions of a pharmaceutical 
system varies in each country, reflecting national 
characteristics. 
 
Germany – there are four main institutions 
involved: The German Regulatory Agency, the 
IQWiG Institute which covers both scientific and 
economic reviews, while in the following the 
GBA makes the reimbursement decision and 
negotiate price; the Association of Health 
Insurers will ensure physicians compliance, as 
well as monitor usage which they will also share 
back with the other institutions.   
 
Russia – there are 3 units within Federal MoH 
and 81 regional MoH: once the drug is approved 
by the Registration Division, a Clinical 
Committee will review the data and recommend 
to the Essential Drugs Committee to negotiate a 
price and on which grounds; once the federal 
MoH decides to reimburse the drug, regional 
MoH will ensure procurement, reimbursement, 
control physician prescribing and feed-back 
statistical data to the Federal MoH.  
 
US – there is only one federal institution 
involved (the FDA who will grant market access 
approval), and over 400 health insurers. In each 
of the health insurance units, there is a Medical 
and Pharmaceutical Director, in charge of 
evaluating the clinical and economic data, and 
then together with the Procurement Director 
negotiate a price with manufacturers. The 
Medical and Pharmaceutical Director will then 
monitor and control usage of each drug.  
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Figure 2 The ideal flow of information between the system functions 

 

 
 

 

 
 
 
 

 

The regulatory agency will provide input on whether there is a need 
for this drug in the country (based on national epidemiological 
data), and for which indication this drug is deemed to be safe to 
use. 

 

 

Based on this output, the scientific review committee will consider 
whether the drug should be included in national treatment 
guidelines, and if yes, how it compares to the existent therapies 
(review of comparative clinical benefits). 

 

 

Should the clinical decision be positive, the pharmacoeconomics 
committee will consider the size of the additional clinical benefit as 
previously indicated, and establish an economic value of this 
additional clinical benefit – from both a savings and/or budget 
impact perspective. The same committee will also consider the 
hospital reimbursement implications under a DRG system, i.e. if and 
how the tariff price needs to be changed with a new drug provided 
for a certain diagnosis. 

 

 

Given all this data, the pricing committee together with the DRG 
tariff committee and the experts, economic and clinical, can pursue 
negotiations with the manufactures. With given numbers on 
expected volume, place in therapy, price of comparative therapies, 
impact on the tariff and overall budget impact, the pricing committee 
is likely to have several lee-ways of negotiating the price*.  

 

 

Once an agreement on the price is reached, the reimbursement 
decision can be finalized and the product procured, allowing 
wherever needed additional regional price adjustment. 

 

 

With a specific place in therapy guidelines, under a nominated tariff 
and in given clinical criteria, the health insurer can reimburse the 
product based on claims. The payer can also monitor usage at the 
same time within the claims routine data and generate 
comprehensive evidence on consumption volumes for each 
prescribed product. 

 

*For the past decade, Italy has been the lab for testing innovative pricing methodologies in Europe, under the so called 
‘managed entry agreements’ (MEA). MEAs can take the form of financial or outcome agreements. In a financial 
agreement, the MoH negotiates a maximum volume for a given price, which once reached can lead to a lower price for 
the exceeding consumption or a claw-back (any extra volumes used and paid are reimbursed by the manufacturer).  

©Mapping Health Ltd.  
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Furthermore, the depth of the information moving from one function to another is likely to vary 
between innovative and generic medicines – for an innovative medicine, there will considerably 
higher amount of data being evaluated and generated within each function. For the innovative 
medicines, increased focus will be placed in functions 2-4 (clinical value-price-volume correlations), 
while for the generic medicines, increased focus will be placed on data being generated by functions 
4-5 (price-volume correlations). 

 

 

III. The working practices, tools and outputs of each function 
 
As mentioned earlier, each country is likely to have its own organisation system, with various 
stakeholders filling the functions and roles. There is no perfect recipe on working practices of each 
unit, and any solution provided needs to be adapted to local practices. Plus, adherence to any 
change will take place only if there is local ownership and support of the process.  
 
Following the idea of mandatory functions and flow of information between those, we now consider 
the basic mandatory outputs of each function (Figure 3 below). In order to ensure an efficient flow of 
information, each unit should be able to generate these outputs, so they can be further used by the 
following functions of the system.  
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Figure 3 Mandatory outputs for each function 

 

INPUT 
 

OUTPUT 

 Epidemiology 
 Burden of disease 
 Product efficacy and safety  
 Comparator 
 Quality of production 

 

 Marketing authorization 
 Product indication / patient 

population 
 Product safety 

 Burden of disease 
 Product indication / patient 

population 
 Product efficacy and safety   
 Comparator data  

 Clinical benefit 
 Comparative benefit 
 Clinical guidelines 
 Expected volume of patients  

 Comparative benefit  
 Expected volume of patients 
 Cost of side effects 
 Hospitalization costs 
 Cost of comparator  
 Other costs  

 Health Technology Assessment 
 Budget impact 
 Tariff impact 

 Clinical data 
 Pharmacoeconomics data 
 Price of drug in other countries 
 Portfolio negotiations 
 Maximum caps/mark-ups etc. 

 Price 
 Inclusion in reimbursement list 

 Clinical guidelines 
 Price for tenders 
 Tendering  
 Volume/portfolio negotiations 
 Maximum caps/mark-ups etc. 

 Hospital usage 
 Product usage  
 Guidelines application 

 Hospital usage / costs 
 Product volumes 
 Clinical response 

 Real world epidemiology  
 Burden of disease  
 Real world efficacy  
 Hospital usage 
 Volumes of products 

©Mapping Health Ltd.  
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When reviewing the figure above, it is also helpful to remember that each output will be added on 
top of the ones already existent (imagine a “snow-ball effect”). This ensures that the implementation 
function (generally the health insurer) will have a full image of all aspects related to the reimbursed 
medicine. Furthermore, once collected, the output of the Monitoring and Feedback function 
becomes input for the regulatory function, as well as providing support in the decision making of all 
other functions.  
In other words, the pharmaceutical decision making should be seen as an ongoing process (Figure 4), 
becoming better and more data driven with each new cycle.  

 

Figure 4 The pharmaceutical decision-making as continuous process 
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