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Patent related issues during ARV Procurement processes – country experiences
 Pedro R. Esgueira AIDS 2012, Washington
 Making Quality Healthcare Affordable
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Agenda
 •  IDA Foundation
 •  General remarks
 •  IP has a general obstacle to procurement of ARVs
 •  In-depth country case example, Azerbaijan Tenofovir 300mg + Emtricitabine 200mg
 Summary of patent related hindrances
 •  Lessons learnt & recommendations
 •  Concerns for the future
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Agenda
 •  IDA Foundation
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We are
 •  The world’s largest not-for-profit supplier of EML
 •  40 years experience (1972)
 •  160 Million USD turnover
 •  160 employees
 •  500+ customers
 •  100+ countries
 •  ISO 9001:2008, GMP & GDP
 •  USAID pre-approved supplier
 •  ECHO humanitarian procurement center
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Agenda
 •  IDA Foundation
 •  General remarks
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•  It focuses on some patent related challenges to ARV procurement…
 •  …that we can also face with other countries, and other ARV/supplier combinations
 •  Specific partner information is only qualitative input…
 •  …To generate discussion on the current patent regime and related systemic issues impairing access to ARVs
 General remarks
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Agenda
 •  IDA Foundation
 •  General remarks
 •  IP has a general obstacle to procurement of ARVs
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General IP-related obstacles
 •  Custom border issues –  Netherlands, Estonia, Ukraine: EC customs directive 1383. –  Need to move to less efficient transit hubs
 •  Limited sources –  Forbidding new entrants to the market –  …even with bilateral VLs
 •  Lack of clarity –  Patent status / licensing status –  Vietnam: decided to take the risk and procure directly
 •  High prices –  El Salvador: We had to offer branded.
 •  3TC (access prices of USD 19,50 instead of USD 3,50 generic) •  3TC/AZT (access prices of USD 51 instead of USD 10,50)
 –  Patients are put on hold: 2nd and 3rd lines remain unaffordable
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General IP-related obstacles
 •  Misinformation / mistakes –  Paraguai: ATZ –  Azerbaijan: LPV+r, TDF+FTC
 •  General delays / transaction costs –  Re-checking, communicating, dynamic variables, cumulative delays –  Ivory Coast: 3 months –  Azerbaijan: 10 months
 •  Different ways of covering for legal risk –  Balance between theory and practice
 •  Pressure not to use TRIPS flexibilities
 –  El Salvador: political choice not to issue CL
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Agenda
 •  IDA Foundation
 •  General remarks
 •  IP has a general obstacle to procurement of ARVs
 •  In-depth country case example, Azerbaijan Tenofovir 300mg + Emtricitabine 200mg
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Qty ARV Pack size
 unit price, CIP Baku
 Total value
 122 TDF 300mg 30 TAB $7,22 $880,84
 2197 TDF 300MG + FTC 200mg 30 TAB $11,95 $26.254,15
 Generic supplier C
 •  Generic supplier “C” confirms the order
 •  They draw back 1 week before the actual supply: their VL with Gilead does not include AZ
 •  Originator has stocks available at this moment… but the price increase is 380%
 Tenofovir 300mg + Emtricitabine 200mg
 unit price, CIP Baku Total value Difference
 $39,06 $4.765,32 $3.884,48
 $58,32 $128.129,04 $101.874,89
 Originator GILEAD
 •  No other generic supplier has a VL to supply to AZ
 •  Imminent stock out
 situation
 •  How do you solve this situation?
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Tenofovir 300mg + Emtricitabine 200mg
 Generic supplier “C”
 Generic supplier “C”
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•  The Access Program at Giliead does not make exceptions •  Even if Giliead would approve a one-time exception, generic
 supplier “C” does not have any stocks (anymore) •  The MoH was about to face a stock out in 2 weeks time •  Generic supplier “A” was not working with a VL from Gilead and
 would be the only one allowed to supply Tenofovir in AZ •  …but indicated to us they were not willing to supply. After several
 conversations and negotiations they were willing to help •  But not approved: Waiting ad-hoc ERP review •  TDF+FTC from generic supplier "A" received WHO PQ •  MPP’s agreement expanded VL to more countries •  Due to the above two points, we no longer had any supply issues •  (The previous months we had been doing several small deliveries
 of the branded product to cover the gap)
 Tenofovir 300mg + Emtricitabine 200mg
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Agenda
 •  IDA Foundation
 •  General remarks
 •  IP has a general obstacle to procurement of ARVs
 •  In-depth country case example, Azerbaijan Tenofovir 300mg + Emtricitabine 200mg
 Summary of patent related hindrances
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Summary of obstacles found
 •  Lack of clarity with regards to patent status
 •  Limited sources
 •  Transaction costs
 •  Limitations with regards to bilateral VL
 •  Domino effects: cumulative delays, running out of stocks
 •  Reserves when it comes to using TRIPS flexibilities
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Agenda
 •  IDA Foundation and ARVs
 •  General remarks
 •  IP has a general obstacle to procurement of ARVs
 •  In-depth country case example Tenofovir 300mg + Emtricitabine 200mg
 Summary of patent related hindrances
 •  Lessons learnt & recommendations
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Lessons learnt & recommendations
 •  Never “assume” –  Country information / Supplier information –  Double check
 •  Closely follow on new initiatives/tools –  MPP’s ARV Patent status Database –  New/updated licensing agreements
 •  What helped us? –  TRIPS flexibilities –  MPPs database & its VL with Gilead –  WHO PQ
 •  Recommendations –  Greater transparency: free access public databases –  Patent owner responsibility to disclose –  Technical workshops on IP and on the use of TRIPS flexibilities –  Continuous debate on redesigning the current R&D/IP regime –  Licensing to the MPP
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Agenda
 •  IDA Foundation
 •  General remarks
 •  IP has a general obstacle to procurement of ARVs
 •  In-depth country case example Tenofovir 300mg + Emtricitabine 200mg
 Summary of patent related hindrances
 •  Lessons learnt & recommendations
 •  Concerns for the future
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What about…
 •  2016 (and 2013) for the LDC
 •  TRIPS + negotiations affecting pharmaceuticals
 •  Pressures that limit the use of TRIPS flexibilities
 •  Restrictions in VL (mainly bilaterally)
 •  2nd and 3rd ART “ticking bomb”
 •  Needs driven R&D
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For more information:
 IDA Foundation, booth 172
 Pedro Esgueira: [email protected]
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