USE OF TRIPS FLEXIBILITIES TO INCREASE AFFORDABILITY OF TREATMENT FOR HIV, TUBERCULOSIS
AND HEPATITIS C VIRUS IN MIDDLE-INCOME COUNTRIES

2021 ANNUAL REPORT OF FUNDACION GEP
(January 1st to December 31st)

Name of the sub-grantee: A.O. «Positive Initiative»
Report submitted by: Cearanovski Constantin

Date of submission: 25.01.2022

SECTION I: Narrative & M&E

1. SUMMARY AND OVERALL ASSESSMENT (1 PAGE MAX)

Highlight key project milestones (if there are any), indicators achieved during the reporting period,
(and explain any underachievement in expected milestones and indicators).

There were three key milestones during reporting period:
1) Submission of patent opposition on Bedaquiline;

2) The first draft legislative amendments were elaborated (although requiring further
improvements) and AGEP| attempted (although unsuccessful) to promote them for
their further consideration by public institutions.

Due to the synergies with other ongoing projects, medicines procurements for 2021 were
monitored, procurement of the original medicine Truvada was stopped, and following the
repeated tender a generic medicine was procured thus saving 10,071,718.20 Moldovan Leis, which
were about 581,504.62 USD.: In addition to this, generic is going to be procured (the procurement
process has not been finalised yet) for 2022, the expected saving is amounted to 4,471,602.63
Moldovan Leis, which is about 249,531,397 USD.2In total, 831,036.01 USD were saved.

Explain noteworthy (if there are any) changes in the grant’s political/public health context that
occurred during the reporting period.

! The amount in USD is calculated here and further at the average exchange rate of the National Bank of
Moldova for 2020: 1 USD = 17.3201 MDL: https://www.bnm.md,fen,’content/’official-exchange~rates
?The amount in USD is calculated here and further at the average exchange rate of the National Bank of
Moldova for January 2022: 1 USD = 17.92 MDL.




The Republic of Moldova continued to be affected by COVID-19 pandemic during 2021. All this
again led to the decrease in the speed of decision-making in government agencies and restrictions
on holding meetings, several key staff persons in AGEP| were infected with COVID-19 and were on
medical leave during 2021. All this affected the implementation of the project, but the Positive

The political sphere continued to be unstable and turbulent during 2021. Thus, early Parliamentary
elections took place on 11 July 20212 On 06 August the new Government was invested.* In
addition to this, some personnel shifts of the heads of core agencies continued during the
reporting period: the new Director General of AGEPI was appointed by the new Government On 8
September.s

Thus, the COVID-19 pandemic, periodic restriction measures, AGEPI staff illness, some personnel
shifts and political turbulence postponed or extended the timeframes of the project
implementation. Because of the above-described situation in the country, the implementation of
programmatic activities was slower during the reporting period than expected.

Describe your key priorities for the grant in the next six months. Please indicate for which
medlicines you plan to file patent oppositions or push for compulsory license in upcoming 6 months,

The key priorities for 2022 as follows:

- Tosupport further the patent Opposition on Bedaquiline;

- To follow up with the AGEPI on the improvement of the draft legislative amendments on
intellectual property;

- To identify one more new priority medicine, to make patent search and patents analysis
with the expert in chemistry and intellectual property;

- To contribute to the elaboration of the new project application taking the achievements
and challenges within the actual project cycle.

Summarize any key new opportunities you see and/or risks you see emerging and how would you
address/mitigate it

Opportunities:

- Patients NGOs are supporting the patent opposition on Bedaquiline and elaboration of
legislative amendments on intellectual property;

- Setting up contacts with the new Director General of AGEPI;

- Availability of the “100% LIFE” expert support in case of a need.

Risks:

§ httgs:ﬁwww.dw.comfru;’dosrochnve-parlamentskie—wbory-v—mo{dove—samoe~giavnoe/a-582181$3
4 https:/{gcv.md!en/content/prime-minister-new~cabinet~sworn
5 https://agara‘md/stiri/92887fun-nou«sef—Ia-agepi&eugeniu-rusu-numIt-En-fotoliuI-de—director




- Continuation of COVID-19 pandemic;

- Project’s ending in the middle of 2022 while the patent opposition on Bedaquiline is
ongoing in the court;

= AGEPI’s lack of willingness to further improve the draft |aw amendments on intellectual
Property and integrating there TRIPS flexibilities;

- Insufficient political will to promote and approve legislative amendments,

2. PROGRAMMATIC PERFORMANCE

2.1 Output 1: Patent and Market Intelligence

describing progress.

1.2 Market and patent data collection, analysis and dissemination

Although the key activities under this output were performed during the previous project
reporting periods, the Positive Initiative has undertaken some further follow-up and new activities:

® Bedaquiline Procurement, including prices, were monitored and documented in order to
keep track with the developments and to operate with the collected data where
necessary;

® Briefing note on Bedaquiline procurement, including prices, was presented at the CCM
Technical Working Group on Tuberculosis in order to disseminate the collected data and
to inform key national actors, both public institutions and NGOs, about the related
concerns;

® In October the collection and analysis of information in relation to COVID-19 vaccines was
performed following the project’s donor request (Annex Xxs);

® More detailed data on COVID-19 vaccines in Moldova were collected, made public and
periodically updated on the portal www.tender.health.”

planned results and an Y associated changes to future resource needs,

The key challenge consisted in the COVID-19 pandemic which slowed down the interaction with
public institutions and experts, collection of data and decision making. Building sustainable
internal capacities of the Positive Initiative in the sphere of intellectual property and patents, as
well as patent examination on other priority medicines, continue to be relevant.

5 https:{/docs.google‘com/'document/d!lnSehSaktCBvW45mErkf4eRT3JYHWbDOe;’edit
? https:/fwww.tender,heaith/\:accin-anti-covid~19A
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2.2 Output 2: Strategic Policy Dialogue and Demand Creation to Create an enabling environment at
national, regional and global levels

describing progress,

2.1 Research on existing technical barriers to market entry of generics and TRIPS flexibilities

This output was completed under the previous project implementation period.

2.2 National Level Technical Meetings

Most of the technical meetings and consultations took place with AGEPI (see report on the Output
4 below for more details).

In addition to this, the 8-year long Intellectual Property National Strategy in Moldova expired at
the end of 2020.2 This is providing the Positive Initiative with the opportunity to be involved into
the elaboration of the new Intellectual Property National Strategy in Moldova thus promoting the
inclusion of objectives related to the protection of public health and the implementation of TRIPS

Summarize key challenges to implementing planned activities during the reporting period. Describe
changes to planned activities that you would recommend to better facilitate the achievement of
planned results and any associated changes to future resource needs,

Not applicable taking that activities under this output were completed under the previous project
implementation period.

2.3 Output 3: Remove P Barriers

expected milestones and indicators. Insist on activities with budget implication if there are any. If no
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Summarize key challenges to implementing planned activities durin g the reporting period. Describe
changes to planned activities that you would recommend to better facilitate the achievement of
planned results and any associated changes to future resource needs.

Unforeseen expenses were made in terms of the patent opposition’s translation into French (52
pages of text were translated). In addition, taking the JANSSEN PHARMACEUTICA N.V. (BE) is
registered in Belgium, it might make the consideration of the patent opposition longer because of
the need to keep international communication with the company.

“’jps:f;’drive.gooale.comfdrIve/foldersflSiBTkat~fowXu826ww8 fe3QhnrFD

AL https:mnstante.Justace.md/ru[agenda~
sedintelor?Instance=All&Denumire dosar=initiativa+pozitiva&Numarul cazului=&Obiectul cauzei=&
Tipul_dosarului=All

1 https:ﬂdrive.google‘com/drive/foFders/lSjBTi<pIt—fowXu826ww8 fe3QhnrFD

2 https:h‘drive.qooqIe.comfdriveffoidersﬂ S|BTkplt-xFfwXu8Z6ww8 fe3QhnrED




2.4 Output 4: Create sustainable results and generate systemic, sustainable, replicable outcomes to
move the market for ARVs, DAAs and TB medicines

What did you accomplish under Output 4? Describe any activities conducted during the reporting
period. Link the narrative to programmatic results for each milestone, outcome and output indicators,
i.e, explicitly list the indicator to which the narrative speaks to and explain any underachievement in
expected milestones and indicators. Insist on activities with budget implication if there are any. If no
reporting of programmatic results is expected for the output, please instead provide a brief narrative
describing progress.

4.1. Support national law and policy reform efforts for use of flexibilities

During the reporting period the Positive Initiative had actively supported the national dialogue on
the use of flexibilities and on reform of the patents’ related legislation.

On 23 March 2021 an online working meeting on the amendment of the legislation governing the
patent rights took place. Possibility to amend the Law no. 50/2008 on the Protection of Inventions
were discussed. The meeting was organized by the State Agency for Intellectual Property (AGEPI).
The discussion was attended by the representatives of AGEPI, the Ministries of Health, Ministry of

u https:f/www.facebook.com/inItiativapozitEva/posts/385103689168103 1

15 https://www.facebook.com/initiativapozitivafposts/3915155031935883
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Agriculture, Ministry of Economy, Ministry of Defense and the Competition Council. Dr. Vladimir
Grosu, the expert of Positive Initiative, took part in the meeting as one of the key experts in this
field.«

On 15 April 2021 a meeting of the working group on the elaboration of amendments to the Law
no. 50/2008 on the Protection of Inventions was held. The meeting was also attended (online) by
the European expert Mr. Bojan Pretnar. The participants discussed the proposals and
recommendations that were included in the draft law, and agreed on the need to change the rules
regarding compulsory licenses so that Moldova could purchase more generics, which will reduce
the price of purchased medicines. The representative of the Ministry of Health, Labour and Social
Protection, Mr. Gheorghe Gorceag, noted that, during the pandemic, this is especially important,
and that the government must have effective tools to be able to respond in situations where
public health is at risk. Dr. Vladimir Grosu, the expert of the Positive Initiative, took part in the
meeting and advocated for the legislative amendments drafted by the Positive Initiative,*

On 16 July 2021 AGEPI submitted to the Positive Initiative a draft law* for the amendment of the
Law no. 50/2008 on the Protection of Inventions and requested the opinion of the Positive
Initiative. Following the analysis of the submitted draft the Positive Initiative concluded that many
of the proposals elaborated by Dr. Vladimir Grosu were not integrated into the draft. Therefore,
the Positive Initiative had submitted these proposals to the AGEPI again requesting their
integration into the draft law. The Positive Initiative had learned later that the AGEP| made a
preliminary Impact Analysis of the draft law and submitted it to the Governmental Committee as a
first step for the promotion of the draft law. However, the Committee had returned the Impact
Analysis back to the AGEPI with the recommendation to improve it and to provide additional
justification for the amendment of the legal framework.

In this respect, AGEPI has organised on 15 November 2021 online public hearings on the
elaborated draft amendments. Following the analysis the Positive Initiative came to the
conclusion that many of the proposals elaborated by the expert Dr. Vladimir Grosu were still not
included into the draft. Therefore, the Positive Initiative took active part in the public hearings
presenting there detailed proposals and discussing them with the AGEP]. 18
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By the end of the reporting period the Positive Initiative had learned that, following the public
consultations, the AGEPI had repeatedly submitted the draft law and its Impact Analysis to the
Governmental Committee and the Committee had again returned the documents back to the
AGEPI for the improvement and additional justification. The Positive Initiative will use this
situation for further advocate for the improvement of the draft law in 2022,




4.2. Reduce the negative impact of FTAs on use of flexibilities

In April 2021 the Positive Initiative co-signed a letter addressed to the WTO Director General on
the industry controlled bilateral contract manufacturing agreements and voluntary licenses (the
“Third Way”) as the main approach for expanding production and supply of Covid-19 medical
products.

4.3. Create financial sustainability to support the IP interventions

During the reported period the Positive Initiative has organised or supported a number of events
and processes aimed at national capacity building in the sustainability of medical public
procurement taking into account the related financing and IP issues.

On 02 April 2021, during the online meeting of the CCM Technical Working Group on Tuberculosis
meeting, it was proposed to develop a procurement mechanism for two-tier competition, as well
as to include the civil society representatives in the technical working group on the procurement
of anti-TB drugs and on the initiation of a patent opposition on Bedaquiline.

On 09 August 2021 facilitated the organisation in Moldova of a working meeting of the
procurement authorities from Armenia, Moldova and Ukraine. During the meeting the following
key issues were discussed:2t

1. Recommendations on procurement and
supply of antiretroviral medicines in the
EECA region, in particular, based on
Armenia's experience and the analysis
made by i-Plus Solution;

2. Market access for generic medicines and
patent opposition;

3. Procurement of small quantities of
medicines;

4, Implementation of category management
approaches and principles in centralized
public health procurements in Moldova;

5. Development of a transparent electronic public procurement system in Moldova sensitive
to the needs of centralized public health procurements;

6. Perspectives and synergies within the development of an information system for stock
management of medicines, medical products and equipment in Moldova and Ukraine.

On 15 September 2021 the Positive Initiative took part in the Regional Seminar “The Role of Patent
System in dealing with Public Health Challenges”= organised by AGEPI and WIPE for patent offices
from Armenia, Belarus, Kazakhstan, Moldova, Russian Federation, Tajikistan, Uzbekistan and
Ukraine. The Positive Initiative made a presentation there on the compulsory licences, access to
medicines and the possibilities for the improvement of the national legal frameworks of the
participating countries,? thus advocating further for the use of TRIPS flexibilities.

At the end of September, following the proposal of the “100% Life”, the Positive Initiative
launched a number of actions aimed at the following:




To start negotiations with Medicines Patent Pool in order to extent the Bedaquiline license
to the territory of Moldova or by any other means to enable access to generics in
Moldova;

To reconsider price policy for Bedaquiline in Moldova in order to achieve reduction of
price for the medicine;

To take steps that would enable generics to enter Moldovan market as soon as they
become available.

In this respect the Positive Initiative undertook the following:

On 04 October a letter to the National TB Programme was submitted with the request to
support the communication with the JANSSEN PHARMACEUTICA on the provision of
voluntary licence for Bedaquiline in Moldova;
On 12 October a letter to the Ministry of Health was submitted with the request to
address the JANSSEN PHARMACEUTICA on the provision of voluntary licence for
Bedaquiline in Moldova. More that, the Ministry was provided with the draft address to
the company;»
On 29 November the Positive Initiative had repeatedly requested the Ministry of Health
to address to the the JANSSEN PHARMACEUTICA on the provision of voluntary licence for
Bedaquiline in Moldova;
On 3 December the Positive Initiative received an official response from the Ministry of
Health according to which the Ministry was taking steps to collect the information on the
situation with Bedaquiline and was going to to request the Medicines and Medical Devices
Agency to contact the JANSSEN PHARMACEUTICA;
On 07 December the national TB Programme submitted to the Ministry of Health a letter
regarding the situation with Bedaquiline in Moldova;»
On 08 December the Ministry of Health initiated online consultations on Bedaquiline in
Moldova; 2
On 14 December the online consultations took
place with the participation of the following
actors:
© Medicines and Medical Devices Agency;
©  World Health Organisation Country Office
in Moldova;
o Centre for Centralised Public Procurement
in Health;
o IMSP Institute of Phthisiopneumology
”Chiril Draganiuc”;
National TB Program;
The specialised commission of the Ministry
of Health in the field of
phthisiopneumology;
© NGO “Positive Initiative”;
The following decision were taken on 14 December consultations:
© To analyse the experience of countries in the EURO/EECA region that can procure
medicines through the Global Drug Facility using the public funding;
© To consider addressing the Janssen Pharmaceutica with the request of creating
conditions for the Bedaquiline price reduction,




The Positive Initiative will continue follow up advocacy on the above mentioned priorities.
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Summarize key challenges to implementing planned activities during the reporting period. Describe
changes to planned activities that you would recommend to better facilitate the achievement of
planned results and any associated changes to future resource needs.

COVID-19 pandemic slowed down the working and decision-making processes.

Traditional way of thinking about intellectual property as a value superior to the right to health is
making it harder the elaboration and promotion of the draft amendments to the intellectual
property legislation.

2.5 Output 5: Amplifying visibility, coordination, effectiveness and support for the consortium's
work

What did you accomplish under Output 5? Describe any activities conducted during the reporting
period. Link the narrative to programmatic results for each milestone, outcome and output indicators,
i.e, explicitly list the indicator to which the narrative speaks to and explain any underachievement in
expected milestones and indicators. Insist on activities with budget implication if there are any. If no
reporting of programmatic results is expected for the output, please instead provide a brief narrative
describing progress.

5.4 Promote the work of the consortium through traditional and social media

During the reporting period the Positive Initiative had covered extensively the project activities in
social media, which include the following:

1. Activists from Belarus, Kazakhstan and Kyrgyzstan fight for access to the TB treatment:
https://www.facebook.com/initiatfvapozItiva/posts/3849955291789191

2. Online Workshop on Changes to the Patent Laws:
https://www.facebook.com/%nitiativapozitiva/posts/3851036891681031

3. Online meeting of the TB Technical Working Group
https://www.facebook.com/initiativapozitiva/posts/3887014291416624

4. Ruslan Poverga on the Patent Law
https://www.facebook.com/initiativapozitiva/posts/39131 14158806637

5. Infographic Original vs Generic
https://www.facebook.com/inEtiativapozItiva/posts/3889854204465966

6. Wheel patent - comparison with the Bedaquiline Patent
https://www.facebook.com/initiativapozitiva/posts/3909370015847718

7. International fight against one of the "evergreen" patents
https://www.facebook.com/initiativapozitiva/posts/3926478267470226

8. Washington supports the suspension of patents that were in effect on preventive drugs for
coronavirus https://www.facebook.com/initiativapozitiva/posts/3972045606246825

9. O.A. “Positive Initiative” filed a claim against the pharmaceutical company JANSSEN
PHARMACEUTICA N.V. in the court of the Chisinau City Center sector. (BE)
https://www.facebook.com/initiativapozitiva/posts/3910260602425326

10. Meeting of the Working Group on Amendments to Law No, 50/2008 on the Protection of
Inventions https:/fwww.facebook.com/initiativapozitEva/posts/391515503 1935883

11. Interview with Nikita Trofimenko, Intellectual Property Lawyer
https:!/www.facebook.com/Fnitiativapozitiva[posts/3948285411956178

12. What's good about compulsory licensing for people living with HIV
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https://www.facebook.com/initiativapozitiva/posts/3875397612578292

13. Civil society in Moldova spoke out against high prices for TB treatment
https://www.facebook.com/initiativapozitiva/posts/4245784645539585

14. Efficient procurement as a tool to expand access to treatment
https://www.facebook.com/initiativapozitiva/posts/4246634102121306

15. How are major HIV drug manufacturers holding back generics from entering the market?
https://www.facebook.com/initiativapozitiva/posts/4399482576836457

16. On November 17, 2021, a court hearing was held on the case of invalidating the patents
for the drug bedaquiline of the pharmaceutical company JANSSEN PHARMACEUTICA N.V.
in the Republic of Moldova. (BE).
https://www.facebook.com/initiativapozitiva/posts/4549150145203032

17. The Ministry of Health reports that three innovations aimed at reducing the prices of
medicines have come into force today.
https://www.facebook.com/initiativapozitiva/posts/4479228968861817

18. Public discussion of changes in the legislation governing intellectual property
https://www.facebook.com/initiativapozitiva/posts/4551408401643873

Summarize key challenges to implementing planned activities during the reporting period. Describe
changes to planned activities that you would recommend to better facilitate the achievement of
planned results and any associated changes to future resource needs.

COVID-19 pandemic decreased the number of activities which could be communicated for the
public.

Complexity of the issue and slow progress with the elaboration of the legislative amendments
limited the possibilities for communication work.

3. COMPLEMENTARY FINANCIAL INFORMATION

SECTION II: Financial Performance Narrative

Please fill in the following table:

Budget Reporting period Grant start to reporting year end
implementation 2021 January to December 2021 % Cumulative Total %
budget ~_expenditure budget expenditure
. to date
Proportion of budget | 62448.78 52582.39 -84 62448.78 52582.39 (-84
spent

Please fill in the following table:
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Reporting period _ Grant start to reporting period end
2021 January to December 2021 expenditure | % | Cumulative budget | Total expenditure | %
budget to date
Output 1: 0 0 0 0 0 0
Reporting period Grant start to reporting period end
- 2021 January.to December 2021 % | Cumulative budget Total %
budget expenditure expenditure
to date
Output2: |1 989,12 1989.00 -100 1989.12 1989.00 -100
Reporting period : Grant start to reporting period end
2021 January to December 2021 % | cumulative budget Total %
budget expenditure expenditure
to date
Output 3: | 19 904.96 14 904.84 -75| 19904.96 14904.84 |-75
Reporting period Grant start to reporting period end
2021 January to December 2021 - % | Cumulative budget | Total expenditure | %
budget expenditure to date
Output4: |11 003.30 9925.62 -90| 11003.30 9925.62 |-90
Reporting period Grant start to reporting period end
2021 January to December 2021 % | Cumulative budget Total %
budget expenditure expenditure
. to date
Output 5: | 6 449.00 7 603.96 +118 6 449.00 7603.96 [+118
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