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 A B S T R A C T 

Background:  Pharmaceutical sector in Iran is a generic based market in 
which over 98% of sales volume and 85% of sales value are supplied by local 
manufacturers, according to latest published data by Iran Food and Drug 
Administration (IFDA) on 2021. Share of imported generics and original 
brands from the market has been decreasing due to Iran MOH’s cost-
containment and localization support policies 

Methods: To analyze the data and estimate the real exchange rate 
uncertainty index, the generalized conditional heterogeneous variance self-
regression econometric method (GARCH-M) is used. 

Results:  Strict and unfair cost-plus approach in repricing could cause margin 
loss for local companies and put sustainability of whole local generic industry 
at risk 

Conclusion: Provided the consequences of subsidized currency on 
pharmaceutical and healthcare system, government decision for subsidy 
elimination from currency seems to be rational and defensible. However, all 
concerns of different stakeholders have to be heard and addressed before 
implantation of this policy. With sufficient budget raise for health insurances 
from the sources of subsidy elimination revenues (cross-subsidization), 
government should ensure that this policy will not burden any unaffordable 
cost or loss to either patients or industry. In addition, agility in processes of 
pricing, budgeting and reimbursement is a key success factor for MOH and 
IFDA to avoid any harm to stakeholders. 
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Introduction 
The pharmaceutical sector in Iran is a generic-
based market in which local manufacturers 
supply over 98% of sales volume and 85% of 
sales value, according to the latest published 
data by the Iran Food and Drug Administration 
(IFDA) in 2021. including the Share of imported 
generics and original brands from the market, 
has been decreasing due to Iran MOH’s cost-
containment and localization support policies 
(1). Furthermore, the affordability of medicines 
for patients is a concern for the government, so 
price setting has been defined as part of IFDA’s 
responsibilities according to Iran pharmaceutical 
law (2). This regulated pricing, mainly 
implemented by controversial cost-plus 
mechanisms and with the aim of price control, is 
criticized by local manufacturers due to its 
weaknesses and negative impacts on their long-
term development plans (3).  

Economic sanctions raise many concerns about 
the affordability and accessibility of medicines 
because of their unavoidable impact on the value 
of the local currency. The experience of Iran 
dealing with such economic shock and the 
strategies to control the impact of sanctions on 
patients' affordability could be an experience to 
be shared with other healthcare systems. 

In 2018, the United States withdrew from the 
Joint Comprehensive Plan of Action (JCPOA) 
nuclear deal with Iran and reinstated economic 
sanctions. Accordingly, Iran experienced a 
significant drop in Oil and gas exports and 
national revenues and a devaluation of the 
currency. In order to protect patients and payers 
from rising and fluctuating costs of treatments 
and prevent a catastrophic affordability crisis, 
the government decided to grant fixed-rate 
subsidized foreign currency to pharmaceutical 
and medical devices. The fixed rate of this 
currency was 42,000 IR Rials per US Dollar, and 

it was planned to be allocated to import both 
finished products and needed APIs/raw 
materials from local manufacturers (4). The 
same strategy was taken for a broader list of 
products (group1 or essential goods). However, 
most of them were gradually excluded from the 
list of this subsidy (5).  

Since the start of this policy, over 2 billion euros 
has been allocated yearly to the pharmaceutical 
and medical device sectors. However, MOH has 
recently announced the new decision to 
abandon this subsidy in 2022 and switch the 
subsidized currency rate to the Nima rate (6). 
Nima rate is Iran's second official FX rate, 
sourced by non-oil export trade, which is very 
close to market rate currency. The comparative 
trend of the Nima rate and market rate of the US 
dollar versus the subsidized rate is provided in 
figure 1.  

As illustrated, in the last two years, the 
difference between the Nima rate and the fixed 
subsidized rate has become significant 
because of the constant devaluation of the IR 
Rial versus the US dollar.  

According to the graph, the Nima rate has 
increased from around 130,000 IR Rial per US 
dollar in April 2020 to over 230,000 IR Rial per 
USD on October 2021, while the rate of 
subsidized currency allocated to 
pharmaceuticals has been fixed at the rate of 
42,000 IR Rial per US dollar. It indicates that 
the Nima rate is currently six times more 
expensive than the subsidized rate, and 
government decisions to eliminate this currency 
could be very challenging for all stakeholders.  

This paper will review the policy's concerns from 
different perspectives, including patients, 
payers, and industry. 
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Figure 1. The trend of three different US dollar rates in Iran (2020-2022) 
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The impacts of subsidized currency on the 
pharmaceutical sector 
By allocating subsidized currency, the 
government controlled the increase in the price 
of prescription drugs and avoided financial 
burdens on both patients and payers. However, 
many concerns and criticisms were raised about 
the mid-term and long-term consequences of 
such a policy: 

- Supply Chain Disruption and accessibility 
issue 

Despite exempting transactions for export 
payment and re-exporting medicines and 
medical devices (7), economic sanctions 
create accessibility issues because of 
imposed administrative and regulatory 
complexities (8-10). Since the process of 
subsidized currency allocation is also 
bureaucratic and time-consuming, and 
because of different controlling and advisory 
bodies involved in the processes, disruption 
of the supply chain becomes even worse 
(11). For instance, during the last few years, 
local companies could not receive currency 
for their API orders on time because of the 
long processes of the priority listing in IFDA 
and delays of currency allocation in the 
central bank due to a lack of currency 
resources. In such a situation, the shipment 
and arrival of APIs or other raw materials 
became quite unpredictable, causing 
shortages and inaccessibility to even typical 
medicines in the market (12).  

- Risk of corruption and parallel export 

Health economists have always criticized the 
policy of fixed subsidized currency because of 
its potential for corruption and rent-seeking (5). 

In addition, by providing subsidized currency 
to pharmaceutical products, the prices of 
prescription drugs in Iran remained unreally 
low for neighboring markets and provided 
some opportunity for illegal parallel export.  

- Long-term impact on industry development 

While all expenses and investments of local 
pharmaceutical companies varied based on 
free market trends, allocating subsidies to a 
minor proportion of costs (APIs) provided an 
excuse for IFDA to control the prices of 
medicines strictly regardless of the realities of 
the market. IFDA led the industry to run in 
place in an unreal economic context and 
become financially weaker for long-term 
development (13,14). In figure 2, the 
investment trend of 23 local pharmaceutical 
companies listed in the stock exchange 
market is displayed based on their published 
financial statements. 

Iranian year conversion to Gregorian year: 
1397~ 2018-2019; 1398 ~ 2019-2020; 1399 ~ 
2020-2021 

The pilot project of subsidized currency 
elimination during 2020-2021 
In mid-2020, IFDA announced that in the 
first/pilot phase of subsidized currency 
elimination, importation of a limited number of 
products would be only allowed by Nima rate 
currency. Based on this decision, the importation 
of APIs for all under-licensed products (original 
brands and generics) and all OTC products, in 
addition to their intermediates for local API 
manufacturers, were switched to the Nima rate. 
Furthermore, those imported products for which 
one or more local suppliers were available, could 
only be imported, if allowed by IFDA, by Nima 
rate currency.  
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Table 1 presents the prices before and after 
executing this policy for a sample list of 
medicines. Repricing might occur more than 
once due to the devaluation of the Nima rate 
after the first pricing. So, the latest prices were 
considered for all items. 

As summarized in table 1, the impact of this 
policy on the price of different types of products 
was different. This result could be explained by 
the mechanism of cost-plus pricing used by 
MOH for repricing local products and price 
negotiation with international suppliers (15). 
Since API is a smaller proportion of costs in 
local products versus imported or under-
licensed drugs, they were less sensitive to 
variation of the currency rate if a cost-plus 
approach was used. For imported and under-
licensed products, repricing was based on a 
reference pricing mechanism (comparing prices 
in Iran with prices in reference countries). Then 
CPT price cut discussions, so the new price 
could be driven by more factors than only 
currency rate. 

Although this pilot experience could be beneficial 
to have a better view of the impact of this policy 
on price and access, it could only be easily 
generalized to the situation that subsidized 
currency allocation be abandoned for some 
products. Since fixed-rate currency elimination 
was implemented only for a limited list of 
products, hence some imported and under-
licensed medicines had low-price local generic 
alternatives available in the market, and the 
others were non-essential OTC products; such 
pilot policy had fewer consequences for different 
stakeholders.  

It is critical to be informed earlier about the 
challenges of different stakeholders and be fully 
prepared for such a significant change in the 
pharmaceutical system.  

 Affordability challenges for patients 

 Most reimbursed prescription drugs have a 70% 
introductory coverage rate in Iran. However, for 
some high-cost medicines, patients are 
supported with an extra 20% coverage (a total of 
90%). The main concern of implementing this 
policy is how patients can afford this significant 
increase in their prescription cost when this 30% 
or 10% copayment becomes 2-6 times higher. 
This challenge would be more complex for those 
prescription drugs not already included in any 
essential reimbursement list (16). For some of 
these products, patients have already 
affordability; For instance, antidiabetics (i.e., 
DPP4 inhibitors, GLP1 receptor agonists, 
SGLT2 inhibitors), cardiovascular drugs (i.e., 
novel anticoagulants and new anti-
hyperlipidemic agents), and new anti-cancers. 

So, issues could become a more severe barrier 
to accessibility (17-19).  

Resourcing challenge for insurance 
organizations 
The role of insurance reimbursement for 
accessibility and protecting patients from 
intolerable out-of-pocket payments is crucial, 
especially for low-income households. There is a 
concern in insurance organizations if the 
government will allocate sufficient extra budget 
to them before implementing this new policy and 
will sustainably provide this extra budget in the 
future. As one solution, the government has to 
allocate the difference between the Nima rate 
and the subsidized rate to insurance 
organizations to cover new expenses. 
Nevertheless, this budget can only cover 
currently reimbursed products. An extra budget 
is required to cover the other imported or local 
products not already included in the list (20). 
Otherwise, the new prices could make a barrier 
to accessibility. Furthermore, as is displayed in 
figure 1, fluctuation in the Nima rate could also 
cause less predictability on the budget for 

Products Class Former unit price New price Change (%) 

Metformin under licensed brand 3,000 13,700 350% 

Clopidogrel  under licensed brand 20,600 116,800 466% 

Tamsulosin under licensed brand 29,000 84,400 190% 

Solifenacin under licensed brand 33,000 116,000 250% 

Esomeprazole  under licensed generic 11,000 58,000 427% 

Sertraline under licensed generic 8,500 2,1500 150% 

Azithromycin powder for suspension imported brand 400,000 1,567,000 290% 

Follitropin alpha imported brand 8,530,000 38,590,000 350% 

Valsartan  imported brand 27,100 88,200 225% 

Bisoprolol imported brand 8,800 42,480 380% 

Cetirizine Syrup Local OTC* 45,000 70,000 55% 

Acetaminophen Local OTC 1,350 2,500 46% 

Acetaminophen drop Local OTC 45,000 85,000 88% 

Omeprazole Local OTC 3,600 5,000 39% 

Table1. Prices of a sample of medicines in Iran 

Abbreviations: over-the-counter (OTC) 



 
 

 
 

Autumn 2022, Volume 8, Issue 4 

Copyright © 2022 Tehran University of Medical Sciences. Published by Tehran University of Medical Sciences 

This work is licensed under a Creative Commons Attribution-Noncommercial 4.0 International license(https://creativecommons.org/licenses/by-nc/4.0/). 

Noncommercial uses of the work are permitted, provided the original work is properly cited. 
5 

insurance companies, and it must be taken into 
consideration by the government.  

Business sustainability challenges for local 
generic companies  
Local pharmaceutical companies are worried 
about the timeline and mechanism of repricing 
after subsidy elimination from the currency of 
API importation. The main concern is that the 
government put all or part of this burden on the 
pharmaceutical industry through unfair pricing 
and suppression of their margins (21,22). A strict 
and unfair cost-plus approach in repricing could 
cause margin loss for local companies and put 
the sustainability of the whole local generic 
industry at risk (23). Furthermore, since subsidy 
elimination from the currency of APIs will 
significantly affect the required cash flow of local 
manufacturers, and considering the variability of 
the Nima rate, agility in the repricing by MOH is 
a crucial factor to avoid supply issues and 
financial loss, especially for low and medium-
sized manufacturers.  

Conclusion 
Given the consequences of subsidized currency 
on pharmaceutical and healthcare systems, the 
government's decision to subsidy elimination 
from currency seems rational and defensible. 
However, all concerns of different stakeholders 
must be heard and addressed before the 
implantation of this policy. With a good budget 
raise for health insurance from subsidy 
elimination revenues (cross-subsidization) 
sources, the government should ensure that this 
policy will not burden any unaffordable cost or 
loss to either patients or the industry. In addition, 
agility in pricing, budgeting, and reimbursement 
is a critical success factor for MOH and IFDA to 
avoid harming stakeholders. 
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