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SECTION I: Narrative & М&Е
1. SUMMARY AND oVERALL AssEssMENT (1 PAGE мАх)

Highlight key project milestones (lI_lhere are опу), indicators achieved during the reporting period,(апd ехрlаiп апу uпdеrасhiеvеmепi ir, 
""prrt"d 

milestones апd indicotors).

Тhеrе wеrе two key milestones during the rероrtiпg реriоd:
1) The lmPact AnalYsis Governmental Committee has finally approved the draft ofamendments to the Law по. 5о/2оо8 оп the protection of inventions with somerecommendations.
2) DuriПg the National Dialog оп HlV with the participation of the мр Ms. Liliana Grosu, themеmьеr of the Раrliаmепtаrу social protection, Health and Family commission theаgrееmепt was made to ехрlоrе the possibility to organise an information session fоr themеmьеrs of the parliament commission.

Ехрlаiп noteworthy (lI_tnere _are апу) сhопgеs iп the gront's potiticat/pubtic health context thotoccurred during the reporting period.

The wаr in Ukraine, which is neighbouring Moldova, and the massive flow of refugees frоmUkraine to Moldova, as well as ongoing епеrgу crisis coupled with the severe risе of prices onепеrgу sources and high rate of inflation (about З0% in 2о22), have changed the priorities and theagenda of the GОvеrПmеПt and Public institutions. Two states of еmеrgепсу wеrе dесlаrеd inMo|dova in terms of the refugee crisis and епеrgу crisis. The state of еmеrgепсу in health becauseof COVID-19 pandemic was finalised оп 16 April 2022.

Moldova received ап EU candidate соuпtrу status on 23 June 2022 and thus the efforts of the
Public institutions wеrе focused оп the implementation of the corresponding reforms.
The justice rеfоrm реrfоrmеd Ьу the Government has slowed down multiple court hearingprocesses, including the patent opposition оп Bedaquiline submitted Ьу positive lnitiative.
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Describe your key priorities |or the grant iп the пехt six months, pleose indicate for which mеdiсiпеs

'!u |'!П'_l"'":*::^'ООО*'!:пs ir push |or compulsory licince iп uрсоmiпg б mопths,

The key priorities for 202З as follows:
- То Support fчrthеr the patent opposition оп Bedaquiline;- То follow up with the AGEpl оп promotion ol' the draft legislative amendments опintellectual рrореrtу;- То identify опе more пеw рriоritу medicine, to make patent search and patents analysiswith the expert in chemistry and intellectual property;- ТО РrеРаrе the documentation fоr filing'a new'b.a.n, opposition after identifyingappropriate patent рrоtесtеd medication.

тhеrе аrе several opportunities which might арреаг iп the next б months:- The improvement of the amendments to the Law no. 5O/zooB оп the protection ofinventions. Publication of the draft Law fоr public consultations;- Соurt hearings on 2О Маrсh 2о23 on the submitted Bedaquiline patent opposition;

"*l,ff:x:, 
"'the 

new medicine fоr the еlаЬоrаtiоп and submission of'eventual patent

There аrе following risks which might affect project implementation in the next б months.- Escalation of the military conflict iп ukrаiпе сап affect decision making priorities of thelocal Gоvеrпmепt, which сап slow down the irpl.m.nt.tion of project priorities. (ln оrdеrto address this risk, there would Ье mоrе communication with stakeholders and general

H:I;ffi,der 
to rаisе awareness in matter оr rP regbiation and importance of access to 

]

тhеrе would Ье no positive court verdict ол Bedaquiline patent opposition, after the
Y:::I,,:?,^5T:T ^|Iffj: -'..'о Ье. furthe*upbo'"'-oi ieg.l actions as well asltrбdl (icmediatization to put public pressure оп the decision ,,,.'.king institutions)
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2. PRoGRAMMAT|сPERFoRMANсE

2,1 output 2: strategic policy Dialogue and Demand Сrеаtiоп to create an enabling епчirопmепt atnational, rеgiопаl and global levels

What did уоu c,ccomplish uпdеr Output 2? Describe апу activities conducted during the rероrtiпgPeriod' Link the narrative to Р'Оg'оrЙаtiс results fo, ,оrЬ miьstопе, оutсоmе опd output indicators,i'e' exPlicitlY tist the indicator ti which thte narrotive speaks to апd ехрlаiп апу underachievement iпexpected milestones апd indicators. /лsisf оп activities with budget implications if there ore апу. lf поreporting of progrommatlc results is expected for the output, |lease instead provide о brief narrotivedescribing progress. [Half page mах]

2,t Research to gather data and evidence to inform nationa| strategies

i::::::: :i: 
-:r 

Ttivities 
under this output wеrе реrfоrmеd during the previous project
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reporting periods, th" Porit
activities:

о Results analysis of retrospective рrосurеmепt in regards of key drug manufacturer
countries was heId iп the framework of National HlV/AlDS/STl and ТВ рrоgrаms,The drugs that may Ье difficult to рrосчrе due to the country of manufacture have beenidentifiedt:
* Sirturo (Dcl- Bedaquilinum), 100 mg, pi!ls, prod.: Farmstandart-lJfaVito SAD, Russia;* Methadoni hydrochloridum,5 mg/ml' Orqlsolution, prod.: Zdorovie Nаrоdч Sпц iiiкоч,
Ukrqiпе.

о collected information was presented to key national actors, both public institutions andNGos in оrdеr to епsчrе continued access to treatment.о Bedaquiline рrосurеmепt, including prices, wеrе monitored and documented iп оrdеr tokeep track with the deve|opments and to ореrаtе with the collected data where
neceSSa

Summarise key challenges to imрlеmепtiпg рlаппеd activities during the reporting period, Describeсhапgеs to рlаппеd activities that you would rесоmmепd to better focilitate thЪ ochievement ofрlаппеd resulfs апd апу associated changes to future resoltrce needs.

тhе key challenge consisted in wаr iп ukraine and its effects оп project implementation iп theRePublic of Moldova. First semester of the уеаr all rеsочrсеs for both NGos and gочеrпmепt
representatives wеrе thrown to address the refugee crisis iп Moldova. Most planned activities hadto Ье postponed оr slowed down due to unforeseen рrеssчrе оп human rеsочrсе'.

2.2 Output 3: Remove lP Ваrriеrs

What did уоu accomplish under Output 3? Describe апу activities сопduсtеd during the reporting
Period, Link the narrative to Programmatic results for eoch milestone, оutсоmе опd output indicators,i,e, exPlicitlY list the indicator to which the norrative speaks to опd ехрlаiп апу underachievement iпexPected milestones аПd indicators. /nsbf оп activities with budget implications if there are апу. lf поrероrtiпg of programmatic results is expected for the output, please instead provide а brief narrativedescribing progress. [Наff page mах]

3.1. Filespatentchaltenges/tegatinterventions

During the rеРОrtiПg Period а ПumЬеr of activities wеrе conducted to support the lawsuit очеr theBedaquiline patent:

о А process of mobi|isation of the patient community iп the field of Тв and Hlv was
sчрроrt litigation iп matters of

a
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invalidation of patent for the "Вa
on August 12, а meeting was held with organisations working iп the field of tuberculosis in
Moldovaz, At the meeting, representatives of the positive lnitiative held an information
session оп the рrоЬlеm of evergreen patents and their impact оп access to life-saving
medicines, Representatives of the organisations expressed their wilIingness to join forcesto Support the litigation to challenge the patent fоr Bedaquiline аs;.п ;.Й.пg", inpatent law.
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Оп September 1 а lеttеrз to the Ministry ofHealth was submitted with the request to:* Monitor with special attention the process of the сочrt examination of the invalidation
of patents оп BDQ оп the tеrritоrу of the Republic of Moldova.* Address the JANSSEN PHARMACEUTIcA on the provision of voluntary licence for
Bedaquiline in Moldova.
* Support the pharmaceuticaI company Macleods Pharmaceuticals and оthеr generic
mапufасturеrs to move fоrwаrd with submissions to the national regulatory authority;* Support the drаft Law fоr the amendment of поrmаtiче acts (Law по. 50/2008 оп the
Protection of inventions and Law no. 1456/1993 on pharmaceuticaI activity) developed ьуAGEP|.
At the same time а lеttеrq to Macleods pharmaceuticals was elaborated and submitted onbehalf of КАР community with the request fоr information ,.g.rdin;Бol;;;;;' """

Macleods on accessing Moldovan market with the generic veision of BDQ.
ОП SePtember 12, the next hearing оп the lawsuit Йаllепgiпg the patent renewal of theBedaquiline medicine, fiIed Ьу the positive lnitiative, was scheduled. Representatives of
the c]vil sector as well as the patient community took to the rаllуs iп frопt of the
courthouse to support the triа| and also attract representatives of the media, to give mоrеpublicity to the issue of еvеrgrееп patents and in particular the patent fоr the drug
Bedaquiline.
The hеаriпg didn't take place. Because of the Justice sector rеfоrm, the mandate of the
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The justice rеfоrm implemented Ьу the Government has led to the extension of the hеаriпg
process, unforeseen hеаriпg cancellation of the court hearing led to ап extension of activities
related to the support of the lawsuit апd drawing pub|ic attention to the case.

summqrise key challenges to imрlеmепtiпg рlаппеd activities during the reporting period, Describe
changes to рlаппеd octivities that you would rесоmmепd to better focilitate tie ochievement of
рlаппеd resulfs and опу ossociated chonges to future rеsоurсе needs.

2,3 output 4: create sustainable results and generate systemic, sustainable, replicable outcomes to
move the market fоr ARVs, DAAs and ТВ medicines

What did you dccomplish uпdеr Output 4? Describe апу octivities conducted during the reporting
period. Link the narrative to рrоgrаmmаtiс results for each milеstопе, outcome апd output indicators,
i,e, explicitly list the indicator to which the narrative speaks to апd ехрlаiп апу underochievement iп
exPected milestones аПd indicators, /лslst оп activities with budget implications if there аrе апу, lf по
reporting of programmatic results is expected for the output, please instead provide а brief паrrаtiче
describing progress, [Hatf page mах]

4,t support national law and policy reform efforts for use of flexibitities/ patent law reform
promotion iп Ukraine, Moldova and Georgta

During the rероrtiпg period the positive |nitiative had continued to support the national lp
legislation rеfОrm and implementation of TRIPS flexibilities. Communication with the дGЕрl (the
national patent office) in terms of finalisation of the amendments drafting to the Law по. 5о/2оо8
on the protection of inventions. Ву the end of the reporting period the draft amendments wеrе оп
their final stage of the еlаЬоrаtiоп, theY аrе expected to Ье submitted to the Gочеrпmепt during
the first quarter of 2023.

4,2, Reduce negatlve impact of FTAs оп use of flexibilities/ lп Moldova The Network will
develop legislative proposals/ official event to Ье organised in the parliament in Moldova and
Morocco to support law reform

Public institutions iп Moldova, including the Раrliаmепt, worked in the rеgimе of emergency
during 2022 because of the refugee crisis and епеrgу crisis. The par|iament has also prioritised
working оп the anti-corruption, as well as оп the legislation rеlаtеd to the EU integration taking
Moldova to гесеiче the status of EU candidate сочпtrу оп 23 June 2о22?.

ln this context other issues, including lP legislation,
wеrе considered of а lоwеr рriоritу and could Ье
hardly promoted and included into the MPs
agendas. Тhеrеfоrе, the positive lnitiative had
explored оthеr options to draw attention of the
MPs to the lP law rеfоrm and implementation of
TRlPS flexibilities in Moldova. ln this respect
National Dialogue оп HlV was organised on 19-20
DесеmЬеr 2022 with the participation of the МР
Ms. Liliana Grosu, the mеmЬеr of the Раr|iаmепtаrу
Social Protection, Health and Family CommissionB.



lP law rеfоrm in Moldova was discussed during the
Nationa| Dialogue. As а result, preliminary understanding with Ms. Grosu was held rеgаrdiпg the
need to iпfоrm the mеmьеrs of the Раrliаmепtаrу commission оп the lp law rеfоrm and
implementation of TRlps flexibilities. lt was agreed to ехрlоrе during the first qчаrtеr of 2о2з the
possibility to organise ап information session for the members of the commission.

summarise key challenges to implementing рlаппеd activities during the reporting period. Describe
changes to рIаппеd activities that you would rесоmmепd to better facilitate the асhiечеmепt of
рlаппеd results апd апу ossociated changes to futurе rеsоurсе needs.

The wаr in Ukraine, which is neighbouring Moldova, and the massive flow of refugees frоm
Ukraine to Moldova, as well as ongoing епеrgУ crisis coupled with the sечеrе rise of рriсеs on
епеrgу sources and high rate of inflation (about 3о% iп 2о22), have changed the priorities and the
agenda of the Gоvеrпmепt and public institutions. Two states of emergency were declared in
Moldova in tеrms of the refugee crisis and епеrgу сrisis. The state of еmеrgепсу in health because
of COV|D-19 pandemic was finalised on 16 Арril 2О22.

Moldova received ап EU candidate country Status оп 23 June 2О22 and thus the efforts of the
public institutions wеrе focused оп the implementation of the соrrеsропdiпg rеfоrms.
Traditional way of thinking about intellectual рrореrtу as а value superior to the right to health is
making it hаrdеr to elaborate and promote the draft amendments to the lPlegislation.

о

2.4 Output 5: Amplifying visibility, coordination, effectiveness and Suрроrt fог the consortium's wогk
What did уоu accomplish uпdеr output 5? Describe апу activities сопduсtеd during the reporting
Period. Link the narrative to programmotic results for each milestone, outcome опd output indicators,
i,e, explicitly list the indicator to which the narrative speaks to апd ехрlаiп апу underachievement iп
expected milestones апd indicqtors. /nsist оп octivities with budget implications if there аrе апу. lf по
reporting of programmatic results is expected for the output, please instead provide а brief norrative
describing progress.

5.4 promote the work of the consortium through traditionat and socia! media
Project апd |TPC visibilitY Wеrе епSчrеd throughout the events organised: information оп key
project's activities were placed оп the Facebook page of the positive lnitiative and its website.
Links to the released news wеrе included in the rероrt above.

1) Saving оп drugs, not on health: the difference between оrigiпаl drugs and generics,

2| How "evergreen patents" driче up drug prices ечеп in the world's largest country.
httPs'//PqsitiУeq.op]e.,T'dlkr k-u_echnor9lenyu-qpt"ntv-pouvrh.yцt-ceny-na-lekarstva_
da z!ý-.y-sa m о i-b g l is h о i-v:m iIe-st ra п е_

3) Тrеаtmепt of drug-resistant tuberculosis within 24 weeks.

4) Generics and originals. опе уеаr after filing а Bedaquiline application.

portant questions to the phthisiatrician about Тв

id=2455
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6) lпfобгарhiсs "ечегgгееп patentS''
://"www. fa се book.co m/i n iti C9ZEmShV7Lu 1YрьY

7l All you need to know about pharmaceutical patenting
://www.tacebook.qom/initiat

1

8) Activists frоm around the world demand action to improve access to Bedaquiline
в4 'CnxL

9) lnfographic "how you сап save mопеу on Бчуiпе Bedaquiline''

''%

10) lstanbul hosts Second Global Summit оп lntelleitual рrореrtу and дссеss to Medicines July19-27

oziti R5NXro

11) pharmaceutical соmрапу viiv Неа|thсаrе will prouiJ. gо countries with access to low-cost
gепеriс versions of an injectable HIV prevention drчg

of раrtпеrs with

iFwl
13) Gепеriс production is needed. UNAlDS епсочrаgеd to share lепасарачir technology

сеЬ
nYDH зNV

t4) Live frоm the rа|lу to rереаl the patent оп Bedaquiline
httPs;//www,faceb.oo!.qom vatch/liver?ref=w"atch qеrг.паli.пký,чaý3ý457?40_р8_?6з4ffiLLL,-- ll r

1www.faceboo
ine)

!ia!ivapozi!iva/postslpfbidOЗ 7si о bSru iHN

16) Fighting fоr equal rights for pharmaceuticai companies and patients
.fa ,7з,Е

L7l

18)

L/4/6x24: How to beat ТВ?

supplies of life-saving gепеriс drugs from lndia under ihi;rt
).

I

19) What's the difference between originals and jenericsa
,/zWww,tacebook.cqm/ini!iativap,ozi_tiva/posts/pfbidOBineяc(NzzNmбXziWдbTlvqakB.

20) One of the topics of yesterday's rчаtiопаl Oiaiogue WaS patent legislation.
h*'op,//r,*r.f..",hook,gom/jлitirllvqpg.ir.iyr/oqr'r/ofbid_Q?u*rrr*r*KNCLRMZzYu

цдg1 
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There Wеrе two video spots created in оrdеr to rаisе awareness аmопg key stakeholders
and the general population rеgаrdiпg the соппесtiоп between the роwеr of ечеrgrееп
patents, patent legislation gaps and lack of access to affordable medicine.
- V]deo about changes in patent law:
https,://ygutu, be/pnýý.lg_L"p h n Е

TodaY ап event was held whеrе the process of expanding the circle
oгganisations from Mo|dova working in the field of Тв was discussed.

- Video abou_t ечеrgrееп patents:

-,



Due to the change in the date of the сочrt hearing and delay iп promotion of theamendments to the lp legislation, а decision was made to postpone the promotion ofvideo materials fоr the first quarterer of 2023.

summarise key chaltenges to imрlеmепtiпg рlаппеd activities during the reporting period. Describechanges to рlаппеd activities that you would rесоmmепd to better facilitote thie асhiечеmепt ofрlаппеd results опd опу associated chonges to future resource needs,

The war in Ukraine, which is neighbouring Moldova, and the massive flow of refugees fromUkrаiпе to Moldova, as well as ongoing епеrgу crisis coupled with the sечеrе risе of prices опепеrgу sоurсеs and high rate of inflation (about 30% in 2О22), have changed the priorities and theagenda of the Gочеrпmепt and public institutions, as well as beoia раrtпеrs.
Traditiona] way of thinking about intellectual рrореrtу as а value sчреriоr to the right to healthmakes communication efforts mоrе valuable in implementation of the project. Continuous workon amplifying visibility and efficient communication is сrчсiаl for successful implementation of theproject.

3. coMPLEMENTARYFlNANclALlNFoRMAT|oN

SECTION lI: Financial performance Narrative
Please |ill iп the foltowing table:

Please |ill iп the fo!lowing table:

Budget implementation 2о22 | Jапчаrу to
December 2022 l х

Grant start to report|ng year end

Cumulati,ve I Totat expenditure
budget I to dut" l %

2о22 | Jапuаrу to
December 2О22 | Ъ

Grant start to reporting period end

Cumulative 
I 
Total expenditure

budget l ,"i.i. --l %

2о22 | january to
December ZOZZ | %

Grant start to reporting period end

budget |еХllпlilurе|ж

9 This is the cumulative budget from the start of the grant through the end of the current rероrtiпg year.
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эl {'}

Reporting period

December 2о22 l %

Grant start to reporting period end

Cumulative ITotal ехрепditчrе
budget | ,"'a.iu---|%

Reporting period

2о22 | January to

ьrосЪt I DесеmЬеr 2022 | %

Grant start to reporting period end

Cumulative ITotal expenditure
budget l ,"i.," --| %

2о22 | Jапчаrу to

buJc.t I December 2022 I %

l eХpenditure l

Grапt start to reporting period end

Cumulative ITotal expenditure
budget l ,oi.i" --|%


