ras
GSSHealth

16 W. Read St., Baltimore, MD 21201 FGS, LLC Predslavynska str., 43/2, 03150, Ukraine, Kyiv,
info@gsshealth.com | 410-960-6828 a.dyshuk@fgs.com.ua | +380 97 909 06 47
April 2, 2020

Re: Global Health Security Partnerships: Expanding and Improving Public Health Laboratory Strategies
and Systems

Dear Ms. Elene Godziashvil, Chief Specialist of the International Relations Office, National Center for
Disease Control and Public Health.

Through this letter, Global Scientific Solutions for Health (GSSHealth) and our partner Fragola
Government Services (FGS) would like to share with you information about a planned project being
developed by the Center for Global Health at the US Centers for Disease Control and Prevention (CDC).
The project is currently in the proposal development phase with applications due early May 2020 and
work anticipated to begin in late 2020. We hope that this information is interesting to you and that the
objectives of the proposed program are in alignment with the goals of the Ministry of Health.

Our representative Andrew Dyshuk will be contacting you in order to further discuss this project and we
would welcome an opportunity to work with you in this area in the coming year.

Yours sincerely,
Andrew Dyshuk
CEO




Summary of Global Health Security Partnerships: Expanding and Improving Public Health Laboratory
Strategies and Systems.

In order to accelerate progress towards making the world safe and secure from global health threats
posed by infectious diseases, the U.S. Centers for Disease Control and Prevention (CDC) seeks to
collaborate with global health security laboratory partners to improve country and regional capacity to:
1) prevent avoidable epidemics by promoting evidence-based laboratory systems focused policies and
decision making; 2) detect threats early by improving laboratory systems to detect, differentiate, and
characterize pathogens; train laboratorian leaders to use data to inform evidence-based, national policy;
and 3) effectively respond and report effectively to infectious disease threats. The overarching goal of
this effort is to prevent or mitigate the impact of dangerous pathogens by rapidly detecting and
transparently reporting outbreaks when they occur and responding effectively to limit the spread of
infectious disease outbreaks in humans and animal to mitigate human suffering, loss of human life, and
reduce economic impact. The strategic laboratory systems strengthening activities under this program
aim to assist the recipient countries in implementing International Health Regulations (IHR) (2005)
compliance within the framework outlined by the Global Health Security Agenda and enable countries
to take action to address the global health security gaps identified in their Joint External Evaluation (JEE)
(WHO 2016) in order to adequately detect, respond, confirm and report infectious disease threats. The
Activities under this NOFO are anticipated to take place over a 5-year period.

CDC has identified the following five components as focus areas under this NOFO listed below along
with the intended programmatic outcomes. The team of Global Scientific Solutions for Health
(GSSHealth) and Fragola Government Services (FGS) is making an application under this NOFO and plans
to work collaboratively with Ministries of Health and other stakeholders in the awarded countries to
firstly, document the current status of health systems as relates to the JEE, IHR and desired short-term
intermediate-term and long-term outcomes stated by CDC. Understanding the status quo will then allow
for the creation of collaborative workplans which align with the CDC and country objectives and
priorities and can integrate with other health systems strengthening efforts including those of
organizations like DTRA.

Component 1: Strengthen Capacities of Public Health Laboratory Systems

Short-term Outcomes:
e Improved integration of holistic health laboratory system
e Documented analysis of existing gaps in diagnostics and surveillance capacities
Intermediate Outcomes:
e |Implemented diagnostic strategies for priority pathogens of concern
e Developed standard laboratory operating procedures that clearly define the roles and
responsibilities of each tier of the laboratory network
Long-term Outcome:
e Improved real-time biosurveillance with a national laboratory system and effective modern
point-of-care and laboratory-based diagnostics

Component 2: Improve Public Health Laboratory Workforce

Short-term Outcome: Adopt national standards for laboratory operating procedures
o Defined reporting path through tiered laboratory services structure
e Established laboratory-based outbreak investigation procedures and protocols
Intermediate Outcome:
e Improved use of modern, safe, secure, affordable, and appropriate diagnostic tests
e Reduced time from detection to the confirmation and reporting of outbreaks



Long-term Outcome:
e Improved ability of laboratorians to accurately, rapidly, and safely detect public health threats

Component 3: Enhance Laboratory Quality Management Systems

Short-term Outcome:
e Adopted national program for laboratory quality management
e Increased geographic coverage and maximum load of specimen referral network
e Enhanced collaboration between human and animal laboratory systems in order to maintain a
holistic one health approach
Intermediate Outcome:
e Increased use of core tests to identify pathogens from outbreak specimens
e Improved use of modern, safe, secure, affordable, and appropriate diagnostic tests/devices
Long-term Outcome:
e Established national program for process and quality improvement that ensures continuity of
laboratory services and information management to inform public health decision making
e Increased geographic coverage and maximum load of specimen referral network

Component 4: Improve Biorisk Management Systems

Short-term Outcome:
e Prioritized pathogens and specimen management practices to enhance biorisk reduction
e Adopted whole system approach to submit samples and isolates to reference laboratories
e Adopted best practices of aseptic specimen handling techniques by laboratory staff
Intermediate Outcome:
e Improve biosafety and biosecurity by decreasing failures in risk management practices such as
incidents in use, storage, and disposal of animal and human materials
e Adopted national guidelines for archiving high consequence pathogens
Long-term Outcome:
e Establish national policy and legal frameworks that emphasizes global biosecurity and enhances
biorisk management within the tiered national laboratory system
e Improved biosafety and biosecurity by decreasing biosafety and biosecurity incidents such as
use, storage, and disposal
Component 5: Reinforce Emergency Laboratory Preparedness and Response During Outbreaks

Short-Term Outcomes:
e Improved time to deploy healthcare workers to respond and control the spread of infectious

diseases

e Expanded testing in the community in order to rapid identify and contain highly infectious
diseases

e Shortened time to detect highly infectious disease outbreaks through active surveillance and
case finding

e Reduced transmission of highly infectious diseases in clinical and community settings
e Reduced procurement time for needed laboratory supplies, equipment or consumables
Intermediate Outcomes:
e Improved access to laboratory health services by individuals in outbreak affected areas
e Increased capacity of countries for early warning, risk reduction and management of national
and global health risks
e Continued continuity of emergency operations throughout the surge of public health incidents



e Timely procurement and expedited staffing to support medical countermeasures including
distribution and dispensing
Long-Term Outcomes:
e Sustained improvements in timeliness of achieving outbreak/epidemic/pandemic control
e Reduced spread of infectious outbreaks into other countries
e Improved laboratory

KpaTkoe onucaHue rnobanbHbIX NapTHepcTB B 061acTM 6€e30nacHOCTU 34PpaBOOXPaHEHUA:
PacluMpeHune 1 coBepLUeHCTBOBaHMeE CTpaTerii u cuctem nabopatopuii 06LLEeCcTBEHHOTO
34paBOOXpPaHEHUA.

B uenAx yckopeHua nporpecca B gene obecnevyeHma 6e3onacHOCTU M 3aLWMTbl MMPA OT FNO06aNbHbIX
yrpo3 and 340p0BbA, co34aBaeMblX MHPEKUNOHHbIMU 3aboneBaHnamm, LleHTp CLUA no KoHTponto n
MNpodunaktuke 3abonesaHnii (LLBB) ctpemuntca coTpyaHmMyaTh € rnobasibHbIMM NapTHEPaMM
nabopatopuamun no besonacHocTM B 061acTu 34paBOOXPAHEHMA, YTOObI YyAYYLINTDb NOTEHLMANA CTPAH U
pervoHoB ans: 1) npeaoTspaleHna ANMAEMMNI, KOTOPbIX MOXKHO M36eXKaTb, MyTEM NPOABUNKEHMS
Hay4YHO 06OCHOBaHHbIX 1aBOPATOPHbIX CUCTEM, OPUEHTUPOBAHHBIX HA NONTUKY U NPUHATUE PELLEHUI;
2) paHHero obHapyKeHMa yrpos nyTem yayyeHma NabopaTopHbIX CUCTEM C Lie/iblo 0BHApYKeHus,
anobdepeHLMaLmm 1 XapaKTEPUCTUKM NATOrEHHbIX MMKPOOPraHM3MOB; 06y4YeHNA pyKoBogUTENEN
nabopaTtopuin ICNONb30BAHMIO AAHHbIX 414 060CHOBAHUA HaLMOHANbHOM NOAUTUKMN, OCHOBAHHOM Ha
daKTUYeCKUX AaHHbIX; U 3) 3ddeKTUBHOro pearMpoBaHmnsa U cooblieHma 06 yrpo3ax MHGEKLNOHHbIX
3aboneBaHWn. [NaBHOM LLe/IbIO 3TUX YCUNUI ABAAETCA NPeaoTBPaLLeHMe UAM CMATYeHMe BO34eNCcTBmA
OnNacHbIX NaToreHoB NyTemM BbICTPOro 06HAPYKEHNA U NPO3PA4YHOrO ONOBELLEHNSA O BCMbILWKAX, KOrAa
OHM NPOUCXOAAT, U 3PPEKTUBHOIO pearMpoBaHma A OrpaHNYeHUA PAcnpOCTPaHEHMA BCMblWeK
MHPEKLMOHHbIX 3a601eBaHWU Y IOAEN U KMUBOTHbIX C LLE/IbI0 CMAMYEHUA cTpagaHuin atogen, rmbenm
nogen n yMeHblEeHUA SKOHOMUYECKOTO BANAHNA. MeponpuATUA MO YKPENNEHUIO CUCTEM
cTpaTerMyecknx nabopaTopuit B pamKax 3Toi Nporpammbl HaNpPaB/ieHbl HAa OKa3aHMe MOMOLLM CTPaHaM-
nosly4yaTensim B BbINoAHEHUN TpeboBaHUI MeKayHapoAHbIX MeaMKO-CaHUTapHbIX npasua (MMCH)
(2005) B pamKax, onpeaeneHHblx FnobanbHol MoBecTkon B Obnactn besonacHocTu 3apaBooxpaHeHus,
1 NO3BONAOT CTPAHaM NPUHUMATbL Mepbl A1A ycTpaHeHMA rnobanbHbix Npobenos B obnactm
6e30nacHOCTU 3/1paBooOXpaHeHMA onpeaeneHbix B ux CoBmecTHon BHewHen oueHke (CBO) (BO3 2016) ¢
Le/blo aAEKBATHOIO BbIABAEHUSA, pearMpoBaHna, NoATBEPKAEHUA U coobuieHmA 06 yrposax
MHPEKLMOHHbIX 3aboneBaHMN. OXKMAAEeTCA, YTO NPOEKT byAeT NPOA0NKATLCA B TeYEHUM 5 neT.

LUBBE onpeaenvnna cnegytowme nATb KOMNOHEHTOB B KAYeCTBE OCHOBHbIX 06/1acTeit B pamMKax 3Toro
NPOEKTa. OTM KOMMOHEHTbI U Npeanonaraemble pesybTaTbl NPOrpammbl NEPEUYNCNEHHbIX HUXKeE.
KomaHpaa GSSHealth u Fragola Government Services (FGS) nogaeT 3asaBKy B paMKax 3TOro TeHaepa u
naaHMpyeT paboTaTb COBMECTHO C MMHUCTEPCTBAMM 34,0aBOOXPAHEHNA U APYTMMM 3aUHTEPECOBAHHbIMMU
CTOpPOHaMU B CTPaHax NoayynaTensx, Bo-nepsbiX, ANA AOKYMEHTUPOBAHMA TEKYLLLErO COCTOAHUA
CUCTEMbI 3PaBOXPAHEHMA CBA3AHHbIE C }KeNaeMbIMU KPAaTKOCPOUYHbIMU CpeaHECPOYHbIMU U
LONTOCPOYHbIMMK pe3yibTaTamu, YKasaHHbimu LIBB. NoHMMaHme cyLLecTBytoLLero noaoXeHma no3soanT
€034aTb COBMECTHble paboyme nnaHbl, KOTOpble ByAyT COOTBETCTBOBATL 33434am U npnoputetam LB n
CTPaHbl, U MOTYT BbITb MHTEFPUPOBAHDI C APYTMMU YCUAUAMMU NO YKPENIEHUIO CUCTEM
3/1paBOOXPaHEHNS, BKAKOYAA YCUAMA TAaKMX OpraHmn3aunii, kak DTRA.

KomnoHeHT 1: YKpenneHue noTeHuuMana 1abopaTopHbIX cMcTem 06LL,eCTBEHHOro 34PaBOOXpaHeHUn
KpaTKocpouHble pesynbTathi:
*  YaydyleHHan MHTerpauma LesocTHoi nabopaTopHOI CUCTEMbI 34PaBOOXPaHEHNA
e [10OKyMEHTMPOBaHHbIN aHaM3 CyLLecTByOLWMX NPo6enos B AMarHocTUKe 1 HabaaeHuu.
¢ [lpoMeKyTOUHblEe pe3ynbTaThbl:
e PeanunsoBaHbl AMArHOCTMYECKME CTPATErMKN ANA MPUOPUTETHBIX NATOreHHbIX
MWKPOOPraHN3moB.



¢ Pa3paboTaHbl CTaHAAPTHbIE paboure npouenypbl 1abopaTopuin, KOTOPble YETKO
onpeaenstoT Poan 1 0653aHHOCTM KaXKA0ro ypoBHA 1abopaTopHOM ceTu.

e [loNrocpoYHbIit pesybTar:

¢ CoBepLUeHCTBOBaHME BNONOrMYECKOro HabAAEHNA B PEXKUME peasibHOro BpeMEHM C
NOMOLLbIO HaUWOHaNbHOM NabopaTopHoit cuctembl U 3GPEKTUBHOM COBPEMEHHOM
[OMArHOCTMKM Ha MecCTax M B 1abopaTopHbIX YC/IOBUAX.

KomnoHeHT 2: YayuweHue paboueii cuabl nabopaTtopuii 06L,ecTBEHHOrO 34paBOOXpPaHeHMUA
KpaTKOCPOUHbIi pe3ynbTaT: NPUHATUE HaUMOHaANbHbIX CTaHAAPTOB 414 1abopaTopHbIX PaboUmnx
npoueayp
e OnpeaeneHHbIN NyTb OTYETHOCTM Yepe3 MHOTOYPOBHEBYIO CTPYKTYPY 1abopaTopHbIX YCAYT.
¢ YcTaHOBAEHbl NabopaTopHble NpoLeaypbl M NPOTOKO/bI pacciefoBaHMA BCMbIWEK

MpoMeKYTOUHbIN pe3ynbTar:
* YNy4ylleHHOe UCNONb30BaHME COBPEMEHHbIX, 6€30MacHbIX, HaAEMXHbIX, AOCTYMHbIX 1

COOTBETCTBYHOLWMNX ANATrHOCTUHECKUX TECTOB
e COKpalleHne BpemeHu oT 06Hapy>+(eva A0 noaTsepXaeHnAa n COO6LLI,EHMFI O BCMbIWKax

JOoNrocpoyHbIin pesynbTar:
* YnyylweHne cnocobHocTn nabopatopuit TO4HO, 6bICTPO M 6e30nacHO 06HapPYXKMBATb YrPo3bl

340p0BblO HaceneHunA

KomnoHeHT 3: YayuweHue 1abopaTopHbIX CUCTEM YNpaB/ieHNA KaueCTBOM
KpaTKoCpOUHbIii pe3ynbTaT:
¢ [lpMHATa HaUMOHaNbHAA NPOrpaMma o yrnpas/ieHno KayecTBom B labopaTopusx.

*  YBe/IMYeHHbI reorpadmyeckunii oXxBaT M MaKCMMasIbHasA HarpysKa Ha ceTb pedepanbHbixX
06pa3uos.

e PaclwmpeHune coTpyaHMYECTBa MeXKay N1abopaTopHbIMU CUCTEMAMM 34,0aBOXPAHEHUA U
BETMPMHAPUM C LLE/Ibl0 COXPAHEHMSA LeIOCTHOro NoAxXoAa K 340P0BbI0.

MpoMeKYTOUHbIN pe3ynbTar:
¢ PacwupeHue NCNoNb30BaHMA OCHOBHbIX TECTOB AJ/1A BbIABNEHUA NAaTOreHHbIX

MWUKPOOPraHM3mosB n3 O6pa3LI,OB BCNbIWKN
e Yay4yweHHOEe MCNOJb30BAaHNE COBPEMEHHDIX, 6e3OI'IaCHbIX, HadeXHbIX, AOCTYNHbIX N
COOTBETCTBYHOLWMNX ANATrHOCTUHECKUX TECTOB / yCTpOVICTB

[onrocpoyHblii pesynbTar:
¢ Co3pgaHa HauMoHabHaA Nporpamma ANs yaydleHUs NpoLeccoB M KavecTsa, KoTopas

obecneymBaeT HeMnpPepbIBHOCTb 1abopaToOPHOro 0bCaYKMBAHMA U yNpaBAeHUs
nHpopmaumen ana NPUHATUA peleHnii B 061acTi 06L,ecTBEHHOro 34PaBOOXPaHEHNA.

* YBe/IMYeHHbI reorpadmyeckunii oxBaT M MaKCMMasbHasA Harpyska Ha ceTb pedepanbHbixX
06pa3uos.

KomnoHeHT 4: YayyweHue cuctem ynpaeaeHua 6uopmuckamm
KpaTKoCpOUHbIi pe3ynbTaT:

e [lpMopuUTETHbIE METObI YNPaBAEHUA NaTOreHHbIMU MUKPOOPraHnM3Mammn n obpasuamm ana
YCU/IEHMA COKPaLLEHNs BUOPUCKOB

e [IpUHAT LEeNbHbIN CUCTEMHbIM Noaxoa AN noAayn obpasLos U M301ATOB B pedepeHc-
nabopatopun.

e [lpMHATbI IydLLMe NPAKTUKM acenTUYecKMx MeToaoB 06paboTku 06pa3LoB COTPYAHUKAMU
nabopatopun.

MpoMeKYTOUHbIN pe3ynbTar:



e YayyweHue 6uobeszonacHocTM M 6MoHE30NacHOCTM 3a cYET YMEHbLLEHNS CO0EB B MPaKTUKeE
YNPaBAEHMA PUCKAMM, TAKUX KaK MHLMAEHTbI MPU UCNOIb30BAHUU, XPAHEHUM U YyTUAN3ALMUU

MaTepnanoB XXKNBOTHbLIX N Ye/T0BEKa.

MPUHATO HAaLMOHANbHOE PYKOBOACTBO MO apXMBUPOBAHMIO NATOrEHOB C BbICOKMMMU
nocneacTenAmMmun.

[onrocpoyHblii pesynbTar:

Co3pgaHve HauMOHabHOM NOIUTUKM U MPABOBbIX PAMOK, KOTOpble NogYEePKMBAIOT
rnobanbHyto 61Mo6e30NacHOCTb W YNYyYLLAKOT ynpasaeHne bMopuckamm B pamKax
MHOFOYpPOBHEBOW HALMOHA/IbHOM 1abOPaTOPHOM CUCTEMDI.

MoBbiweHMe 6M06e30MaCHOCTM 33 CHET CHUMKEHMA TaKMX ClydaeB BMobe3onacHoOCTH, Kak
NCMNO/Ib30BaHWE, XPAaHEHWNE U YyTUAN3ALUMS.

KomnoHeHT 5: YcuneHune rotoBHOCTU K ‘-Ipe3BbI‘-laVIHbIM CUTyauuam B I'IaGOpaTOPMﬂX u pearnposaHue
Ha HUX BO BpemMsa BCnbilleK

KpaTKocpouHble pe3ynbTathi:

CoKpallleHne BpemMeHU Ha npussevyeHme paboTHUKOB 31paBoOOXPaHeHMA ANs pearupoBaHua
W KOHTPO/A Haj, pacnpocTpaHeHUeM MHPEKLMOHHbIX 3aboneBaHUA.

PaclumMpeHHOe TecTMpoBaHue C Lesibio BbICTPOro BbiABNEHUA U N0KaAn3aLmMm ocoboonacHbIxX
3aboneBaHui.

CoKpallleHne BpemMeHU AN BbiSBJEHWUA BCMbllLeK 0coboonacHbIx 3abonesaHnit
nocpeacTBOM aKTUBHOIO Hab1loAeHUA U BbISBNEHUA CyYaes 3aboneBaHus.

CHUKeHMe nepesaum ocoboonacHbix 3a60/1eBaHUI B KIMHUYECKUX U 06LLEeCTBEHHbIX
yC/0BUAX

CoKpallleHne BpeMeHU Ha 3aKynKy HeobxoaMmblx N1abopaTopHbIX PACXOAHbIX MaTepUanos,
obopyaoBaHMA UM PacXoAHbIX MaTePUaOoB.

MpoMeKyTOUHble pe3ynbTaTbl:

YnydlweHue aoctyna nogen K N1abopatopHbiM MeAULMHCKUM yCayram B paoHax,
NopakKeHHbIX BCMbILWKOW

MoBblWeHMe NoTeHUMaNa CTpaH B 061acTu paHHero npeaynpexaeHua, CHUXEHUA PUCKOB U
ynpaBAeHua pUCKamm A1 340P0BbA HA HALMOHAIbHOM M FN106aIbHOM YPOBHSIX.
MpoaonKeHne HenpepbIBHOCTU SKCTPEHHbIX ONepaLnii Ha NPOTAXKEHMUM BCEro BCniecka
WMHUMAEHTOB 06L,ECTBEHHOrO 34PaBOOXPaHEHNA

CBoeBpeMeHHasn 3aKymnKa U YCKopeHHOe YKOMMN/IEKTOBaHWe NepCcoHaaom A1 NOAAEPHKKN
MeAMLMHCKUX KOHTPMEP, BK/tOYan pacnpeaeneHue.

[lonrocpouHble pesynbTaThl: YCTOMUMBOE YAyULLEHNE CBOEBPEMEHHOCTU AOCTUMKEHMA KOHTPONA
Haf, BCMblWKOM / annaemunen / naHaemmen

CokpalleHue pacnpocTpaHeHna MHOEKLMOHHbIX BCMbIWEK B APYrMX CTPaHax.
YnydweHHan nabopatopuma



