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BLOG NOTE

IS TURKEY PULLING THE PLUG ON 
THE MEDICINES BROUGHT FROM 
ABROAD POLICY?

Market access implications for medicinal products in Turkey
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Medicines Brought from Abroad (MBFA) was initially launched 
as a named patient program to allow early access to 
medicines with a high unmet need before obtaining marketing 
authorization in Turkey. The MBFA scopes a list of imported 
active substances that are requested by hospitals or physicians 
on behalf of specific patients, which are approved by Ministry 
of Health MBFA Evaluation Commission if deemed appropriate 
(e.g., there is an unmet need and there are no adequate 

therapeutic alternatives already launched in the market or 
included in the MBFA’s list). Once included in the list, either the 
Turkish payer (Social Security Institution, SGK) or the Turkish 
Pharmacist Association (TEB) may request reimbursement for 
these unapproved medicines. Upon positive reimbursement 
decision by the multi-ministerial commission of the SGK, 
products are listed in Appendix 4/C (MBFA Reimbursed Price 
List) of Health Implementation Communique. 

Regulatory and P&R requirements of the MBFA differ substantially from the conventional route for medicines, and they alleviate 
many challenges faced by manufacturers’ seeking entry into the Turkish market. Key advantages of the MBFA route are:

• No need for regulatory approval: The Turkish regulatory body, Turkish Medicines and Medical Devices Agency (TITCK) 
conducts its own approval process independently from EMA &/or FDA decisions. Even though TITCK submissions are 
based on the same Common Technical Document (CTD) format, the procedure is considerably longer, and it typically 
lasts up to 2 years. Unlike the conventional regulatory pathway, the MBFA route exclusively permits importation and 
use of medicines without TITCK marketing authorization.  

• Higher list price: Under the conventional reimbursement route, Turkey applies external reference pricing rules to set 
a list price based on the lowest ex-factory price amongst the defined basket countries (FR, ES, IT, PT and GR). Fur-
thermore, the reimbursement price is calculated in Turkish lira, in which EUR/TRY exchange rate is fixed at 60% of the 
prior year’s average exchange rate. Given the instability of the TRY and significant depreciation vs. the Euro over the 
last decade, the fixed exchange rate yielded a significant drop in list prices. In contrast, MBFA prices are set based on 
the direct importation price of medicines in EUR. 

• No public & mandatory discounts: The conventional reimbursement route enforces high mandatory discounts (41%) 
that are publicly available and listed in the list of reimbursed marketed drugs (Appendix 4/A). Although agreements on 
discounts are also expected during the MBFA reimbursement process, these are neither compulsory nor published in 
Appendix 4/C.

MBFA allowed manufacturers to by-pass the standard regulatory process and granted generally advantageous P&R conditions, 
which were tempting for the pharmaceutical industry. Previously, Turkish authorities did not limit the duration of the supply via 
MBFA list neither established a deadline for request of marketing authorization and reimbursement through 4/C list. Thus, ma-
nufacturers could avoid or postpone submission for marketing authorization and still access the Turkish market, and continue 
to be reimbursed by remaining indefinitely in the MBFA list. Consequently, the number of medicines supplied via MBFA list kept 
increasing dramatically, whereas a few previously enlisted products left the list after obtaining a marketing authorization. Cur-
rently, the vast majority of the costly but life-saving orphan and oncological medicinal products are available to patients in Turkey 
via MBFA route and reimbursed through Appendix 4/C. Accordingly, the share of MBFA reached up to 10% of Turkey’s total 
pharmaceutical expenditure, prominently 10 drugs accounting for approximately 80% of this spending.

What is “Medicines Brought from Abroad” (MBFA)? 01

How did Turkey’s named patient program evolve into 
the main supply & reimbursement route for costly 
medicinal products? 02
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Possible early implications for industry partners 
currently benefiting or planning to benefit from MBFA 04

Turkey’s measures to limit access through MBFA route 03
Turkey took its first action in 2018 to limit the duration of a medicine’s listing in MBFA and to encourage manufacturers to seek a 
marketing authorization. To that end, an amendment to Law No: 984, Art. 11 was published in Law 7151, Art. 1 on 5th December 
2018, stating that: 

1- Manufacturers of medicines that have been included in the MBFA list are obliged to apply for the marketing authorization 
within 3 years from the date of MBFA inclusion. For medicines that were in the MBFA list prior to the enactment of the 
law, the 3-year period will be effective from the enforcement date of the law. 

2- The marketing authorization must be obtained within 2 years following the filling date. If the manufacturer fails to apply 
and/or obtain marketing authorization within the specified interval, the President of the Republic of Turkey is authorized 
to decide whether the medicine will remain or not in the MBFA list and continue to be supplied. 

Q: I have a medicinal product supplied and reimbursed via MBFA prior to the 
law amendment. Can my product remain in the MBFA list (and Appendix 4/C)? 

A: The vast majority of products supplied via MBFA are orphan drugs, oncological 
medicines and/or hospital drugs indicated to treat severe/life- threatening 
complications. As such, these products are mostly unique and vital for patient 
care and their sudden de-listing from MBFA is likely to cause a great chaos in the 
healthcare system via loss of patient access.  The MBFA Evaluation Commission, 
which is authorized to shortlist medicines that should remain in MBFA, is an entity of 
the TITCK, who unlike payers, will most likely prioritize patient access over budgetary 
impact. Considering the anticipated massive drug shortage following a ban on those 
medicines, the MBFA Evaluation Commission and the MoH may advocate to delay 
their delisting. 

Q: Are there any sanctions or expected outcomes for the medicines which fail 
to apply for a MA after the completion of 3-years in MBFA list?

A: By law, there is no explicit sanctions specified for those products. In the best-case 
scenario, if the product is deemed suitable, it would remain reimbursed via MBFA 
route. However, it is clear that Turkey will likely take further measures to restrict 
future access through MBFA and to favor a normal regulatory and P&R pathway.  In 
the worst-case scenario, the products will be removed from MBFA list, which will 
consequently interrupt patient access for more than a year. In that circumstance, the 
manufacturer would be required to apply for de novo marketing authorization, wait 
1-2 years for the approval process and then initiate the P&R process (approximately 
6 additional months).  In order to avoid the loss of patient access and commercial 
revenue for what can be years, it is important to understand the latest legal changes, 
and engage with country-experts to anticipate the possible scenarios during 
commercial planning.
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The Turkish market has historically been a difficult pricing market due to reference pricing and large mandatory discounts.  The 
current changes to the MBFA program show some evolution, however it is clear that budget impact will always play a major 
role in allowing patient access.  The one constant is that Turkey still requires a very strategic approach when planning for 
commercialization.

Take away 05
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Q: Should I still consider the MBFA route to get access to the Turkish market?

A: Although inclusion in the MBFA is becoming more difficult than before, it still constitutes 
an early access route of interest for manufacturers who may not have the resources to 
support a traditional launch in Turkey. MBFA not only brings regulatory convenience &/
or P&R benefit, but it also creates an opportunity to collect RWE and increases product 
awareness to physicians. 

Q: What could be the best P&R route in Turkey to follow post-MBFA?

A: In 2016, Turkey introduced the Alternative Reimbursement Commission (ARC) to 
pave the way for managed entry agreements (MEAs) for high value medicines. Unlike 
the conventional P&R route for medicines, ARC guarantees confidentiality in discounts 
rates and allows flexibility in the choice of the country basket used for reference pricing, 
which alleviates the drawbacks of reference pricing. Submission to ARC can be initiated 
simultaneously to regulatory filling, thus reducing the time to reimbursement. While this 
new route seems to solve many issues of the historical and aggressive price setting used 
by Turkish authorities, it is still aimed at lowering medicine expenditures. Therefore, it is 
important to note that ARC is not a sacrifice-free option, requiring intensive country-tailored 
support and expertise before considering.




