Strategic Sector Cooperation in Health Between Denmark and Brazil, Phase I1

Key results:

Improving healthcare through 1) better use of data including a
digital transformation of the healthcare sector in Brazil and the
establishment of a Brazilian Diagnostic Related Group (DRG)
system, and 2) more efficient and transparent administrative
processes on new pharmaceuticals. These are essential elements in
ensuring better, faster and universal access to quality healthcare
services and products.

Justification for support:

A rapidly aging population and a transition in terms of disease
burden from predominantly infectious diseases to non-
communicable diseases puts the Brazilian healthcare system under
pressure. Despite efforts to reform the Brazilian healthcare system,
challenges remain, namely in coordination of care, coverage of
primary care, as well as access to medicines and to specialist and
high-complexity care at secondaty and tertiary level.

Phase I of the cooperation formed the political basis for developing
a prototype of the DRG system in Brazil through examples proving
the possible use of the system as well as essential preparations of
data infrastructure. Moreover, phase I supported Brazil in
enhancing and accelerating their management processes relating to
approval of pharmaceutical products.

Phase II is divided in to two main pillars:

I) ensuring better, faster and universal access to quality healthcare
services and products by supporting the development of more
efficient healthcare management with the same resources, including
by means of digitalisation and standards, and II) Improving
healthcare management by facilitating more efficient and
transparent approval processes considering the overall licensing
principles of pharmaceuticals: quality, safety and efficacy.

The Danish Authorities can contribute with solid experience using
digitalisation to improve efficient use of resources e.g. through the
use of a DRG system as cost control to increase the activity at
hospitals and reduce waiting lists. This will be even more essential
in Brazil following the increased pressure on the health system
following covid-19, which have hit the country hard. Moreover,
Denmark has expertise in regulation of pharmaceuticals that ensure
timely access to safe medicines for the Danish population.

Maijor risks and challenges:

The results will depend on the cooperation between the Danish and
Brazilian stakeholders, political will, access to information and data,
as well as the availability of relevant experts. Steering Committees
are set to mitigate the risk of unfavourable conditions. Covid-19
may delay implementation of the project. To ensure progress a
number of activities will be virtual.
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Strategic objectives:

The main objective of the project is to support the improvement of healthcare management in Brazil.

Justification for choice of partner:

The Danish partner was identified through a strategic match-making process in 2014 where Danish public competencies were matched with
local demand. Under the SSC projects, the Danish partner typically works with its “sister organization”. In Brazil, this is the Brazilian Ministry

of Health and the Brazilian Health Surveillance Agency.

Summary:

A rapidly aging population as well as changes in disease patterns put the Brazilian health care system under pressure and calls for improvements
of the current system. This project addresses the need for improved health care in Brazil through improved use of health data as well as more
efficient and transpatent approval processes for pharmaceuticals. The project is divided into two work streams: I) digitalisation and standards
including the use of a Diagnostic Related Group system, and II) optimisation of the approval processes for pharmaceuticals.

Budget:

Personnel — Danish Authority 5.215.038
Reimbursable Costs for Danish Authority Staff 1.287.565
Activities, Including Capacity Development 2.318.601
Consultancies (max. 30% of grand total) 400.000
Unallocated funds (max 20% of grand total 750.354

Total DKK

9,971,558
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Project Title

Strategic Sector Cooperation between Brazil and Denmark on support-
ing efficient healthcare management in Brazil — Phase 2

‘Partner Country
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Project duration

March 2020 — March 2023

Total budget (DKK)

9.971.558 DKKK

Thematic focus

The SSC focus is two-folded:

A Diagnostic Related Groups (DRG) System and Digital Transfot-
mation

Regulation of pharmaceuticals and medical devices
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E-mail: aai@saude.gov.br / Phone: +55 61 3315-2813 or 2053
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Laila Sofia Mouawad, Cootdinatot for Internacional Cooperation

E-mail: Laila.Mouawad(@anvisa.gov.br / Phone: +55 61 3462-5404

Responsible Danish Pub-
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‘Contact person and con-
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E-mail: brimad@um.dk / Phone: +55 (61) 99667-8275
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analysis and key strategic
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Main development challenges in the Brazilian healthcare sector

As s the case for many healthcare systems all over the world, Brazil faces
challenges due to a rapidly aging population and a transition in terms of
disease burden from predominantly infectious diseases to non-com-
municable diseases (NCDs). Additionally, Brazil is also confronted with
increasing treatment costs in combination with public budget con-
straints. This puts pressute on the public health sector (the Unified
Health Systemn, SUS) and its constitutional obligation to provide free and
equal access to healthcate. A large, complex and decentralized healthcare




system needs structur to counter all of these challenges at the same time.
Despite impressive tesults in the reform of the Brazilian healthcare sys-
tem, challenges still temain, not least in relation to the coordination of
care, coverage of primary cate, accessing specialist and high-complexity
cate at secondary and tertiary level and medicine.

Hence, Brazil faces a persistent challenge to guarantee timely and good
healthcare on an equal basis to everyone who needs to use the system,
Accotding to a 2018 research, 69.7% of the population depend exclu-
sively on SUS, while the remaining 30.3% ate covered by supplementary
ptivate health assistance. According to WHO, in 2017 government ex-
penditure accounted fot 41.9% of the total Health Expenditute in Brazil,
while the private expenditure accounted for 58.1%. Additionally, out-of-
pocket payments is still very high (27.5% in 2017), an indicator of the
difficulties of citizens in gaining access to timely quality healthcare. Mote
efficient healthcare management can contribute to bettet, faster and uni-
versal access to healthcare services and products in the public sector
(SUS) with the same available resoutces.

Overall Strategic SSC Approach and Partner Intuitions
Denmark and Brazil share a similar strategic emphasis on improving

healthcare management in order to achieve better quality healthcare and
increased patient safety with the same resoutces.

Phase 2 of the Strategic Sector Cooperation (SSC) between Denmark and Brazil
aims at ensuring beter, faster and universal access to quality and coberent healtheare
services and products by supporting the development of more efficient healtheare man-
agement in Bragil.

The SSC Phase 2 continues to encompass a two-fold approach to sup-
port more health for the same resources and is divided into two pillars;

PILLAR I is a coopetation between the Brazilian Ministry of Health
(BMoH) and the Danish Health Data Authority (DHDA) and focuses
on better use of health data to improve access to quality healthcare. The-
matically, PILLAR I is divided into a continued cooperation on Diag-
nostic Related Group system! (DRG) — between BMoH and DHDA
(wotk area A); and a new cooperation on Digital Transformation in
Healthcare — between the I'T Depattment of the Healthcare System un-
der BMoH (DATASUS) and DHDA (work area B).

PILLAR II is a continued cooperation between the Brazilian Health
Surveillance Agency (ANVISA) and the Danish Medicines Agency
(DKMA) aiming at supporting more efficient, faster and transparent ap-
proval processes of pharmaceuticals and — as something new - medical
devices.

Hence, the Brazilian pattnets of Phase 2 continues to be the Brazilian
Ministry of Health (BMoH) and ANVISA; and the Danish Ministry of

! A DRG-system is a financial and administrative management tool based upon a grouping of patient in Diagnosis
Related Groups (DRG-groups) and a calculation of the cost of treatment of patients in the DRG-groups. The
DRG-system can be adjusted to create incentive structures to award health units for proper planning of e.g. patient path-
ways.



Health continues to be pattner authotity on the Danish side. Due to the
new focus on Digital Transformation in healthcate relevant expetts and
external professional competencies, e.g, from MedCom and sundhed.dk,
will also be involved in Phase 2.

MedCom is a publicly funded, non-profit association. MedCom’s role is
to contribute to the development, testing, dissemination and quality as-
sutance of electronic communication and information in the healthcare
sector in order to support continuity of care. MedCom is developing
standards and profiles for the exchange of health data throughout the
entire Danish health cate sector.

Sundhed.dk is the Danish portal for the public healthcare services and
enables citizens and health professionals to find information and com-
municate with the Danish healthcatre setvice. The portal provides pa-
tient-centred digital services that enable access to the citizens’ own data,
general information about health and provides access — where relevant -
to the Danish healthcare service. Danish Regions, KL - Local govetn-
ment Denmark (organisation representing the 98 Danish municipalities)
and DMoH, finance sundhed.dk.

The expansion of SSC otganizationally and in terms of volume and ob-
jectives, both within existing and new ateas of cohesion, is an expression,
of close relationships and a successful first phase of mutual benefits.

In short,
Phase 2 under PILLAR I will support BMoH in teviewing and
developing a new Digital Health Strategy, including the devel-
opment of a number of huge investments ptojects in a digital
transformation of the healthcate sector in Brazil alongside the
establishment of a Brazilian DRG system.

Phase 2 under PILLAR II will support ANVISA in the imple-
mentation of a new strategic plan running from 2020-2023 (to

be completed) with a special focus on improved and more agile
case handling,

Please see the section below for mote information about the link be-
tween SSC Phases 1 and 2.

Strategic coopetation areas to encounter main development chal-

lenges
PILLAR I: Improving healthcare by better use of data

Systematic and better use of health data, across all levels of govetnance,
for planning, benchmarking, monitoring and financing purposes etc. is
essential in ordet to achieve better access to quality healthcate setvices.
Morte specifically, it supports cohetent patient pathways, patient safety,
efficient daily operations, and optimal long-term design of the different
healthcare activities and processes.

However, the decentralized natutre of SUS is reflected in and reproduced
by a variety of different health information systems in Brazil. Thus a
latge number of non-interoperable health information systems exist,
which do not suppott a national and common health data platform for




collecting and sharing data. On the contraty, the health data provided is
of limited use in suppotting clinical and administrative healthcare man-
agement hindering e.g. efficient use of available, resources, optimised
supply, increased patient safety and coherent patient pathways across
health professionals, health units and governance levels.

Furthermore, SUS has a hetetogeneous financing system based on the
following payment methods: fee-for-service, bundled (package), bed
days or historical budget. BMoH lacks data on the cost structure ot pro-
duction in SUS and while the three former payment methods tely on a
historical cost table not reflecting current value, the latter is assigned a
historical value reference. In shotrt, BMoH lacks teliable information on
healthcare production and the cost hereof.

To ovetcome these challenges, BMoH is seeking to develop and imple-
ment a Brazilian DRG system and to redefine the National Policy for
Information and Informatics on Health (PNIIS) from 2015. Based on
the positive results from SSC Phase 1, BMoH is seeking inspiration and
suppott from Denmmark in reviewing PNISS and developing a new Na-
tional Digital Health Strategy (work area B, outcome A and output
A2),

Furthermore, based on a request from BMoH, DHDA will contribute

to the nationwide digital transformation process through involvement

in a number of major investments projects in Brazil which are all linked
to the new Digital Health Strategy;

» A huge and ambitious national investment project establishinga na-
tional health data netwotrk across all three levels of healthcare (fed-
eral, state and tmunicipal level) including all the health units hereof,
that is both hospitals and ptimary cate units (Work area B, output
Aland A3).” ,

- A pilot project in the state of Alagoas called “Conecte SUS” (in
English “Connect SUS”). With this pilot project, BMoH seeks
to computerize and digitize all health units with the objective of
creating a unified health data network whete managets and
health professionals in all health care units will have access to
patient data and records in order to improve the quality of ser-
vices. Patients will also be provided access to own health data.
The pilot project will provide the basis for a national implemen-
tation of the above-mentioned national health data netwotk
(Work area B, output A,3).

- A restructuting and strengthening of the national health data
area. This includes the ptomotion of interoperability of the latge
number of health information systems throughout Brazil
(Phase 1and work area B, output A.4). Moreovet, it includes
an improved data production by simplified and qualified health
data through e.g. the introduction of a Brazilian Minimum Data
Set (Phase 1 and work area A, output A.1).This radical re-
structuting of health data is necessary and suppottive of the de-
velopment of the national health data network and accordingly
for the Conecte SUS pilot project in Alagoas.




This SSC Phase 2 between BMoH, DATASUS and DHDA builds upon
the wotk and results of Phase 1. Firstly, SSC Phase 1 provided the polit-
ical basis for decision. Through examples it proved the possibility of de-
veloping a Brazilian DRG system for nationwide implementation by
making e.g. a DRG prototype within the speciality of cardiology, includ-
ing the grouping logic, a cost database and tatiffs calculation for DRG
patient groups. Moteover, this development wotk on a DRG prototype
showed the needed data basis, the possible use and potential benefits of
a Brazilian DRG system.

Secondly, SSC Phase 1 constituted comprehensive wotk on data infra-
structure 'and processes focusing on the implementation, maintenance
and operation of standards and terminologies in the Danish healthcare
sector. Furthermore, SSC Phase 1 provided profound insight into the
Brazilian and Danish data reporting systems and registries, identifying
further steps needed in Brazil to support nationwide interoperability
supportive both of the:

- development of a Brazilian DRG system (work area A); and
new focus atea of a digital transformation of the public unified
health system in Brazil (SUS) emphasising the development of
a national health data netwotk etc. (work area B).

In sum, the SSC collaboration between BMoH and DHDA during Phase
2 is a continuation of SSC Phase 1.

PILLAR II: Improving healthcate by more efficient and transpat-
ent administrative processes on new pharmaceuticals

Medicine is provided free of charge by SUS, Although access to medi-
cine in Brazil is relanvely high, challenges related to the availability of
medicine and socioeconomic inequalities exist. Despite the fact that
lowet income families receive more medicine free of charge from gov-
ernment-funded sources than the wealthier families, 26 pct. of the med-
icines obtained by the bottom income quintile of the population are paid
for from their own budget. Moreover, as SUS expetiences lack of mate-
rial and human tesoutces, the medicines and treatments available ate of-
ten based on older generation drugs with little access to new medicines.

ANVISA has limited capacity to respond to an increased demand for
pharmaceuticals. This has given tise to a substantial backlog on handling
applications for authorisation of pharmaceuticals, posing long waiting
times for apptoval of medicines and hence barriets for better and faster
access to new and innovative pharmaceuticals for the population.

On December 29; 2016, a law (Law 13.411/2016) allowed ANVISA to
restructure its staff in order to speed up the analysis of registration pro-
cess. At the same time, the law also established a deadline of 365 days to
register new medicines. Since December 2016, the backlog has de-
creased immensely and the average time for: approval of medicines in
Brazil has been greatly improved.

In numbers, ANVISA e.g. reduced the backlog of requests for new
products awaiting approval in 2019 from 589 in December 2018 to 233




in December 2019 and increased in the number of pharmaceutical prod-
ucts authorized; from 187 in 2017 to 375 in 2019 — a 100% inctrease in
just three yeats.

The SSC coopetation between ANVISA and the Danish Medicines
Agency entered into force on December 21, 2016 and has suppotrted
ANVISA’s efforts to enhance and accelerate management processes in
line with abovementioned law. Hence, the SSC collabotation between
ANVISA and the Danish Medicines Agency has been suppoztive of the
positive improvements experienced by ANVISA.

As thete is a call for mote efficient case handling in order to secute even
better and faster access to new and innovative phatmaceuticals for the
population, the coopetation activities during Phase 2 will build upon the
abovementioned positive transition achieved during Phase 1 and focus
on further improving approval processes around pharmaceuticals, phat-
macovigilance and — as something new — also medical devises.

Selected topics for SSC cooperation Phase 2
PILLAR I: Improving healthcate by better use of data

The Brazilian Ministry of Health (BMoH) and the Danish Ministty of
Health (DMoH) have agreed that PILLAR I should aim at imptroving
healthcare management through better use of health data. Within this
framewotk, Danish support for two complementary areas of wotk have
been identified. These are work areas:

A. A Brazilian DRG system?, including a focus on

- use and opetation of a minimum data set

- health system registries for the running of a DRG system as well
as wider use.

B. Digital transformation, including suppott on development
and/or implémentation of
- the Digital Health strategy for Brazil coveting
> a Brazilian National Health Data Netwotk
> national electronic prescriptions
» governance mechanism fot intetoperability standards
» aBrazilian Health Data Portal
> data analysis and data-dtiven management.

Progress in the abovementioned areas has the potential to support equi-
table and universal access to quality healthcare and increase the sustain-
ability of the health systems.

Work area A and B ate closely interlinked and the respective activities
will continually be coordinated, as e.g. a platform serving a national
health data netwotk will also facilitate an introduction of a Brazilian
DRG system etc.

2 A DRG-system is a financial and administrative management tool based upon a grouping of patient in Diagnosis
Related Groups (DRG-groups) and a calculation of the cost of treatment of patients in the DRG-groups. The
DRG-system can be adjusted to create incentive structures to award health units for proper planning of e.g. patient path-
ways.



PILLAR II: Improving healthcare by mote efficient and transpar-
ent approval processes for pharmaceuticals and medical devises

ANVISA 'and DMoH have agreed that PILLAR II should aim at im-
ptoving healthcare management by facilitating more efficient and trans-
patent approval processes considering the overall licensing principles of
pharmaceuticals: quality, safety and efficacy.

Innovative, efficient and transparent wotk processes and regulatory
framewotks on phatmaceuticals and medical devices are essential for
faster and uniform case handling of high quality to ensutre faster and
better access to innovative and essential pharmaceuticals and medical
devices for the Brazilian population. Access to innovative and essential
pharmaceuticals and medical devices improves treatment in general and
can, mote specifically, help alleviate a tange of externalities associated
with the inctease in chronic health issues in Brazil.

Within this framework, 8 main cooperation areas have been jointly iden-
tified by ANVISA and DKMA. These ate: '

A. ‘Agile case handling of clinical trials and handling of complex
clinical trials;

B. Pharmacovigilance repotting and monitoring;

C. Handling of biosimilar medicine, in particular with a view to

their traceability and monitoring post-marketing;

D. Handling of medical devices in a regulatory setting and to ex~
change expetiences on e.g, artificial intelligence and deep learn-
ing mechanisms;

E. Vatious topics within Good Manufacturing Practice (GMP) to

foster further inspiration in terms of their handling;

Tools to combat illegal activities related to medicines;

Lean manufacturing and QMS (Quality management systetmns);

Laboratory control for post-matketing surveillance.

Hence, Phase 2 will conttibute to increased capacity building for mote
agile and more transpatrent approval processes and for some of the ac-
tivities emphasis will also be dedicated to a risk-based apptoach in order
to make best use of available tesources. The joint objective is to inspire
improved regulation and agile case handling, suppotrting e.g. revision of
administrative procedures, guidelines, policies and cross-disciplinaty
thinking, '

Linkages to UN Sustaina-
ble Development Goals

The SSC project conttibutes to the fulfilment of the following UN Sus-
tainable Development Goals (SDG’s):

SDG no. 3: Ensure healthy lives and promote well-being for all at all
ages

Specific targets:
3.8: Achieving univetsal health covetage, including financial risk protec-

tion, access to quality health essential health-care services to safe, effec-
tive, quality and affordable essential medicines and vaccines for all.




3.B: Supportt the research and development of vaccines and medicines
for the communicable and non-communicable diseases that ptimarily
affect developing countties, provide access to affordable essential med-
icines and vaccines, in accordance with the Doha Declaration on the
TRIPS Agteement and Public Health, which affirms the right of devel-
oping countties to use to the full the provisions in the Agreement on
Trade Related Aspects of Intellectual Property Rights regarding flexibil-
ities to protect public health, and, in particular, provide access to medi-
cines for all.

Project Logic
(Theory of Change)
2-1 page

Denmark and Brazil share the same general principle of public
healthcare, which includes free and equal access fot all citizens. The two
countties also shate a broad base of common values and interests in
addressing curtent challenges.

One common strategic goal shared by Brazil and Denmark is to promote
health and wellbeing by providing access to timely and cohetent quality
cate, including safe and effective phatmaceuticals and medical devises.

In the margin of the SSC project, an additional instrument will be in-
volved. This includes applying for scholarships under the Danida Fel-
lowship Centre progtamme allowing representatives of the SSC partner
institutions to patticipate in relevant short-term training courses in Den-
mark.

PILLAR I: Improving healthcate by better use of data

Better and systematic use of data for planning, benchmarking, monitor-
ing and financing purposes etc. is key in improving access to quality
healthcate as it conttibutes to cost efficiency and suppozts governance.
Mote specifically, it suppozts coherent patient pathways actoss sectors
and health providets, patient safety, efficient daily operations, and opti-
mal long-term design of the different healthcare activities and processes.
In shott, advancing appropriate and better use of health data increase
the sustainability of health systems and the accessibility, quality, effi-
ciency and effectiveness of healthcare,

DHDA has in-depth knowledge and expettise in collecting, sharing and
using health data, leading to mote effective, flexible and cootdinated
ways of organising healthcare and it is expected that cooperation on stra-
tegical digital health initiatives will be mutually beneficial. In both coun-
tries, thete is a substantial unexploited potential for systematic use of the
latge amount of available health data to improve quality and productivity
in healthcare. ‘

Work area A: DRG

Moteovert, based on Phase 1, BMoH has decided to initiate anothet ma-
jot lighthouse project, namely an implementation of a Brazilian DRG
system. Hence, the coopetation in this work area is supporting a national
implementation project running in parallel with the SSC cooperation on
DRG. Mote specifically, the objective of Phase II is to suppott the de-
velopment and deployment of such a DRG system in Brazil in otder to:




» Improve health analysis (benchmarking, performance evalua-
tion and productivity analysis) regarding health setvices carried
out in the national tetritoty: public, supplementaty and private.

» Improve the financing model on specialized care and enable the
introduction of a new payment logic to SUS providets based on
DRG activities.

In Denmark, DRG has contributed to a focus at state, regional and mu-
nicipal level on

- a high degree of cost control

- a high cost-effectiveness

- a high level of petfotmance in relation to prioritized areas in health

- a high quality of treatment

- increase in activity and decrease in waiting times,

Hence, the Danish DRG system has been used to increase the activity
at the hospitals in order to reduce the waiting lists and to suppozt the
implementation of the patient rights of guaranteed shott time for diag-
nostics and treatment, The increase in productivity countrywide has on
average been 2,4 pct. annually for the entite petiod since the introduc-
tion of the Danish DRG system in 2002

As Brazil faces challenges by a biased billing system (contributing to a
biased supply of healthcate setvices), poot cost control and little infor-
mation about production and productivity, a DRG systems shows great
potential in providing, among other things, activity increase and more
effective use of tesoutces. This, in turn, provides an increase in
healthcare services and an improved access to healthcare.

Based on the findings during Phase 1, it is BMoH’s vision to implement
a Brazilian DRG system to achieve transparency on cost and productiv-
ity and possible, to imptove the financing and payment system of SUS.

The specific outcomes and outputs of PILLAR I, work atea A are listed
below and further detailed in the corresponding wotk plan (annex 4.1A).

Work area B: Digital transformation
In the second half of 2019, BMoH has announced plans of releasing a

new Digital Health strategy regarding a digital transformation of the
health sector. In continuation hereof, BMoH has asked for guidarnce
from DHDA regarding the development of a new strategy with a special
focus on governance, handling of stakeholders etc.

Included in this new Digital Health strategy is a lighthouse project within
for the current Brazilian Government, namely the development of a Na-
tional Health Data Network (a shated data platform) merging patient
data (vaccines, care setvices performed, exams, hospitalizations, pre-
sctibed medicine etc.) actoss all levels of healthcare throughout Brazil;
hospital cate, primary cate etc. and across municipal, state and federal
level. Hence, connecting all public health units in the countty, the Health
Data Netwotk promotes a Single Patient Record through timely ex-
change of information between all televant healthcare professionals, al-
lowing continuity of quality care, ensuting greater efficiency in the clini-
cal care of citizens and reducing costs in health management.

10




The National Health Data Network will also contribute to better logis-
tics, organized supply of healthcare services and improved healthcare
management, as the patient data will be pushed back to clinical and ad-
ministrative managetment at federal, state and municipal level. The huge
investment by BMoH in this ambitious National Health Data Network
will be led by a pilot ptoject in the state of Alagoas. The model imple-
mented in Alagoas will subsequently be launched throughout Brazil to
the benefit of SUS and the citizens of Brazil.

"The Danish expetience on the “Digital Health Strategy 2018-2022: 'One
secure and cohetent health network for all' drawn up and endotsed by
the government, KL and the Danish Regions will be shated with BMoH.,
Focus will be on the joint, cross-sectotial making of an operational strat-
egy with the overall objective to strengthen digital collaboration on
health for evety citizen.

Furthermore, Denmatk initiated the wotk on a National Setvice Plat-
form (NSP) in 2008 and have since been working on the implementa-
tion, opetation and further development of NSP. The platform has been
a gradual development project where the platform is continuously de-
veloped with mote and more services offered via the platform.

One of the services added to NSP is a Shared Medication Recotd, where
every provider of healthcare dealing with the patients’ medication has
access to the same data tegarding medication across the entire healthcare
services. This has not only promoted efficiency, it has also enhanced
quality and patient safety as many medication ettots occut due to a lack
of overview of the patients' total medication, especially when the patient
fNoves aCtoss sectots.

The Danish pathway for setting up the NSP and lessons leatned on how
medication data can be shared in an efficient and secure way across the
whole healthcare service, from hospital to primary care etc. as well as to
the citizen himself, will be shared with BMoH/DATASUS. Further-
mote, DHDA has been invited by the Brazilian Minister of Health to
conttibute to the pilot project in Alagoas.

Standards play a crucial role when IT solutions are developed and im-
plemented. Denmark has a long tradition of working with standards in
eHealth. The standards can be national but often international standards
are adapted and put into play for nationwide use in Denmark, These
expetiences could prove beneficial in a Brazilian context and DHDA has
been requested to provide guidance and share knowledge regarding how
to wotk with standatds in order to make them implementable as well as
the shating of knowledge regarding how such work can be governed.

The specific outcomes and outputs of PILLAR I, wotk area B are listed
below and further detailed in the cotresponding work plan (annex 4.1B).
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PILLAR II: Improving healthcare by more efficient and transpar-
ent approval processes for pharmaceuticals and medical devices

The overall goal of PILLAR II is to continue to promote and further
expand exchanges and cooperation in the field of pharmaceuticals and

to include exchange of knowledge, challenges and lessons learned in the
field of medical devises.

Based on Phase 1 and two high-level visits - one in Brasilia in Februaty
2019 and one in Copenhagen in September 2019 — the above-mentioned
8 key ateas (cooperation area A to H) were identified for cooperation
during Phase 2. Within these focus areas, essential regulatory challenges
will be addressed.

By shating knowledge on medicines and medical devise regulation, AN-
VISA will further strengthen their regulatory capacity and deepen the
knowledge of relevant Danish/Eutropean regulation and procedutes.

DKMA has expettise in regulation of pharmaceuticals and efficient ad-
ministrative processes that seek to optimize timely access fot the patients
to safe pharmaceuticals of high quality. DKMA has thorough experience
with international cooperation and cooperates with authotities in several
countties, both inside the European Union and outside.

The SSC project will assist and inspire ANVISA in optimising its process
handling in various fields while also addressing mechanisms of a tech-
nical nature, To accommodate the request from ANVISA, PILLAR II
will focus on supporting training and inttoducing suggestions of opti-
mized processes related to complex regulatory areas in order for AN-
VISA to further strengthen the handling of pharmaceuticals and medical
devices. ‘

It is important to stress that the collaboration between ANVISA and
DKMA is of mutual inspiration for regulatory handling of phatmaceu-
ticals and medical devices. Both knowledge sharing and capacity building
will conttibute to'ensuting timely access to innovative as well as afford-
able medicines and theteby conttibute to improving public health.

The specific outcomes and outputs of PILLAR II are listed below and
further detailed in the corresponding wotk plan (annex 4.2). For each
output, except output A.1, a catalogue of key findings will be developed
(output indicatot). The catalogue will consist of concrete and reasoned
ideas presented and developed in the vatious workshops for possible
implementation to suppott a continued positive development. The ideas
may take various forms depending on needs, conditions and objectives.
Fot instance, each catalogue could consist of a suggestion to provide for
a change to:

- an existing procedure/ implementation of a new procedure;

- new ot altered legislation/guideline/approach;

- altered cross-disciplinaty approaches;

- education of staff; or

- other initiatives that may support a positive change that strives for op-
timization of a given area.
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Methodology

The strength of this government-to-government pattnership is that the
cooperation 1) is based on a direct dialogue between the relevant tech-
nical staff and health expetts in both countties; and 2) enables shating
knowledge and expetiences to build up capacity in public health author-
ities and develop solutions for the Brazilian context.

Suppotting changes in health planning and management in Brazil is not
about applying Danish solutions directly in a Brazilian context but to:
1. Cteate room/space for mutual inspitation and dialogue;
2. To shate new approaches to common challenges; and
3. Co-produce solutions applicable in the local context,

The methodology of the SSC is multifaceted and consists of expert in-
puts to workshops and study tours, capacity building; development of
guidelines, review of legal frameworks etc. In between face-to-face ac-
tivities such as wotkshops, technical and strategical visits, training semi-
nats etc. experts will work together via videoconference, e-mail etc. The
methodology will be based on mutual respect and dialogue between
Danish and Brazilian partner authorities and experts.

This method ensutes that the partnership creates valuable learnings and
knowledge to the benefit of Brazil and Denmark.

As DMoH, DHDA, DKMA and othet involved Danish expetts ate not
qualified to advise on initiatives in a Brazilian context (and vice versa),
the role of the Danish pattnets is to identify and make available best
practice in areas, where Denmatk has knowledge and experiences that
can be of inspiration to the Brazilian partners.

Main objective of SSC pro-
ject

The SSC between Brazil and Denmatk will aim to support the itnprove-
ment of healthcare management in Brazil, This imptovement is an es-
sential element for ensuring better, faster and universal access to quality
healthcate setvices and products. ‘

In this context BMoH and DMoH/DHDA have agteed to focus on im-~
proving healthcare management by better use of data (PILLAR I), while
ANVISA and DMolH/DMA have agtreed to focus on improving
healthcare management by collaborating on more efficient and transpar-
ent approval processes of pharmaceuticals and medical devises (PILLAR
II). ‘

PILLARI
The main objective of the SSC Phase 2 is to suppott:
» BMoH in making a Brazilian DRG system for nationwide im-
plementation; and
» DATASUS in releasing a new Digital Health strategy regarding
a digital transformation of the public healthcate sector. Focus
will be on the joint, ctoss-sectorial making of an operational
strategy suppotting digital solutions, not least a shared health
data network.
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PILLARII

The main objective of the SSC Phase 2 is to support ANVISA in the
implementation of the new strategic plan running from 2020-2023 with
a special focus on improved and more agile case handling,

‘The new strategic plan is being completed at the titne of writing, but the
SSC activities have been aligned with the upcoming plan and its main
objectives. Hence specific topics relevant to the new strategic plan has
been selected and included in the cooperation as well as 2 mote genetic
apptoach focusing on LEAN, good manufacturing practices and inspec-
tion hereof, '

The scope of the two components of the SSC is described in more detail
below.

Outcome and output PILLAR I

Work atea A — see annex 4.1A

Outcome A — PILLAR I

(work area A)

To support BMoH in the development of a Brazilian DRG system
which can be used by politicians, clinicians and administratots across all
levels of governance (federal, state and municipal level to get more
health out of the same money spent on health care

Qutput A.1

To conttibute to the design of a strategical pathway, including a dialogue
on related preparatoty activities, for the development of a Brazilian
DRG system

Outcome B - PILLAR

(work area A)

To improve govetnance and ctoss-sectotial stakeholder communication
and involvement

Output B.1

To strengthen governance and implementation by focus on the dialogue
with and education and involvement of external stakeholders (DRG am-
bassadots), such as selected project hospitals and the medical societies
in Brazil

Outcome C - PILLAR I

(work area A)

Capacity building regatding the development of a DRG toolbox; a
grouping logic and a cost database

Output C.1

To develop and validate two prototypes of the Brazilian DRG-system
within selected specialties. This includes the:

- development and validation of two grouping logics and the validation
hereof;

- establishment of two cortesponding cost databases using the available
information from the selection of sample hospitals.

Work area B — see annex 4.1B

Outcome A ~PILLAR I

(work area B)

To support BMoH in reviewing and developing its Digital Health Sttat-
egy, with a mote pragmatic approach focused on the health issues to be
addressed by technology, which will guide strategic decision making at
all levels of government (federal, state and municipal)
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Output A.1 Knowledge sharing focusing on technical details of Conecte SUS and
the National Health Data Network

Output A.2 To contribute to the development of the Digital Health Strategy for Bra-
zil

Output A.3 Suppozt for implementation of national electronic prescﬁpﬁon

Output A4 Support for implementation of the governance mechanism for intetop-
erability standards

Output A5 Improve usets’ expetience with the Brazilian Health Data Portal

PILLARII - see annex 4.2

Outcome A — PILLAR 11

To contribute to the continuous development of agile, high-quality case-
handling of complex clinical trials to suppozt improved patient safety

Output A1

Capacity building regarding agile case handling of clinical trials

Output A.2

To sttengthen the handling of complex clinical trials (e.g. umbrella, bas-
ket and platform trials) and procedures for co-development of in-vitro
diagnostics as these trials are increasingly difficult to deal with from a
regulator’s perspective -

Outcome B — PILLAR II

To strengthen pharmacovigilance reporting in Brazil and the monitoring
and analysis thereof

Output B.1

To contribute to increased pharmacovigilance reporting, including
timely and agile analysis of the data

Outcome C - PILLAR II

To conttibute to enhanced knowledge on the handling of biosimilar
medicine in Brazil, in particulat with a view to their traceability and mon-
itoting post-matketing

Output C.1

To identify possible ways to handle biosimilar medicine in Brazil, in par-
ticular with a view to their traceability and monitoting post-marketing

Outcome D - PILLARII

To contribute to mutual inspiration and development on the handling
of medical devices in a regulatory setting and to exchange experiences
with and views on future challenges in tetms of the vastly growing and
increasingly complex technology linked to medical devices such as arti-
ficial intelligence and deep leatning mechanisms faced by regulators

Output D.1

Knowledge and expetience exchange regarding the handling of medical
devices, including how to master the challenges caused by the vastly
growing and increasingly complex technology linked to medical devices
such as artificial intelligence and deep learning mechanisms

Outcome E - PILLAR II

To conttibute to the continuous development of coordination and plan-
ning of GMP related activities, in particular GMP inspections of manu-
facturing sites. of medicines and training of GMP-inspectors

Qutput E.1

To Strengthen procedures on GMP inspections and related activities,
including capacity building regarding various GMP topics in order to
fostet further inspiration in terms of their handling

Outcome F—PILLARII

To conttibute to the continued development of mechanisms that may
inspire to further development of relevant tools to combat illegal activi-
ties telated to medicines in Brazil
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Output F.1

To propose mechanismns that may futther develop televant tools to com-
bat illegal activities telated to medicines in Brazil

Outcome G —PILLAR II

To provide insight into the concept and use of Lean and QMS (Quality
management systems)

Output G.1

Capacity building regarding the potential of QMS and LEAN, the mech-
anistms and the added value it creates for the organisation and manage-
ment

QOutcome H — PILLAR II

To strengthen laboratory control for post-marketing surveillance

Output H.1

To suppott continued development of risk-based selection of medicinal
products for post-matketing sutveillance testing ‘

Assumptions and risks

The specific outputs and activities outlined in the SSC project aze subject
to a numbet of risks and dependencies, which could result in a re-scop-
ing of the project.

Generally for all outputs, the results depend on the cooperation between
Brazilian and Danish stakeholdets, political will, access to infotmation
and the availability of the televant expetts and trainets for training in the
Brazilian and Danish partner institutions and, whete relevant, external
institutions, consultancies, medical societies etc.

Based on the Danish expetiences, the success of the development and
implementation of 2 DRG-system will to some extent depend on the
involvement and ownership of health administrators, clinicians and
othet health professionals.

It is therefore highly relevant that the medical society in Brazil or re-
nowned and tespected doctoss related to the selected clinical specialties,
will be included to ensute that the DRG grouping reflects the Brazilian
clinical practice. In this context, it is equally important that one or two
of the Danish clinicians who patticipated in the development and
maintenance fot the grouping system in Denmark conttibute to group-
ing in close collaboration with the Brazilian colleagues.

Futthermore, the deliverables and activities for the key building blocks
of the development of a Brazilian DRG system for implementation also
depends on:

- A decision on which procedure-coding system Brazil wants to
use, so one of the key building block for the DRG grouping
logic is in place.

- The implementation of a Brazilian Minimum Health Care Data
Set (CMD) in 2020, when data will be needed on healthcare
provided in Brazil in otder to start the development of the clin-
ical grouping logic.

Specifically to the cooperation on digital transformation (PILLAR I,
wotk area B), the cooperation outputs are to some extend depending on
a numbet of political, administrative and technical decisions, practical
possibilities and solutions which will, inhetently, show along the devel-
opment and implementation of the major investments project which
PILLAR I, wotk atea B is linked to. Hence, in order to secure continu-
ous relevance of the SSC activities and the subsequent outputs for the
majot Brazilian investment projects, re-scoping of the SSC project
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and/or content changes might appear needed and will be managed ac-
cotdingly to the needs arriving,

In regatds to pillar II, the key assumption is that knowledge exchanged
can be used to develop concrete and cutrent solutions where relevant in
a Brazilian and Danish context, and therefore it is of importance that
the SSC coopetation is maintained anchored at high-level in both Brazil
and Denmark and continuously aligned with the upcoming new AN-
VISA sttategy running from 2020 — 2023,

If the abovementioned elements and assumptions are not met, the foun-
dation of the collaboration is changed and the aim and direction of the
project will have to be tevised. In such case, challenges will be met by:

o Taking up the specific challenges in a steering committee meet-
ing in oxdet to conclude on a way forward;

o Initiate a critical dialogue on ways to overcome challenges and
ensute that the relevance of the SSC-project to national health
authotities in Brazil is maintained. If necessary, this can include
a tevision of the project.

Management set-up

Steeting Committee
‘Two patallel steering committees will be established:

- A PILLAR T Steering Committee (SC PI) with participation
from BMoH, DATASUS, DMoH, DHDA and the Danish Em-
bassy. The SC PI covers both PILLAR I wotk atea A and B.

A PILLAR II Steering Committee (SC PII) with patticipation
from ANVISA, DMoH and DKMA and the Danish Embassy.

Danish and Brazilian partner authorities appoints members of both
steeting committees at sufficient high level to enable mutually binding
decisions.

Terms of Reference (ToR) for respectively SC I and IT will be outlined
and apptoved at the first Steeting Committee meetings.

The two steering comtnittees are independent commmittees, tesponsible
for the progtess and decisions on the PILLAR I and II projects.

Both Steeting Committees will meet annually (or according to needs) to
decide on needed adjustments and changes to the work plans, provide
policy guidance and share experience, knowledge and lessons learned.

Two Chairmen (one from the Brazilian side and one from the Danish
side) will be appointed at the first meeting in both SC I and IL. These
two Chairmen for each SC will take tutns in chairing meetings in the
steeting committees.

The meetings ate primatily expected to be conducted via video confer-
ence, but whenever possible, the meetings will be cootdinated during
visits by DMoH/DHDA to Brazil or BMoH/DATASUS to Denmatk
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(PILLAR I) or by DMoH/DKMA to Brazil or ANVISA to Denmatk
(PILLAR II). ’

The SC PI sectetatiat tasks will be the shared tesponsibility of the
DMoH project leader and the Sector Counsellot in collabotation with
the DHDA ptoject cootdinatot.

The SC PII secretatiat tasks will be the shared responsibility of the
DMoH project leader and the Sector Counsellor in collaboration with
the DKMA project coordinator.

Contributions from Dan-
ish Public Authority

Partnet institution (Danish Ministty of Health)

Secure high-level commitment to a long-term pattnership with
the Brazilian partner institutions and othet relevant authorities;

Build relationships with Brazilian partner authotities and other
televant stakeholdets;

Appoint a project manager and ensure continuity in project
management;

Ensure that the SSC project is in line with the overall strategic
priotities of the Danish authorities and ensute high-level insti-
tutional commitment;

Provide overall management of the project progtess, economy
and human tesources;

Financial management and settlement of accounts with the
Ministry of Foteign Affairs of Denmark;

Patticipate in steeting committee meetings. Co-otganize steet-
ing committee meetings;

Monitor and evaluate the SSC project progtess (i.e. in yeatly
progress repotts provided by the DKMA and DHDA in coop-
eration with the Sector Counsellor);

Contribute to the practical arrangements and logistics for ac-
tivities conducted in Denmatk.

Implementing pattnets (DHDA and DKMA)

Planning and cootdination of and participation in SSC activi-
ties and responsible of continued dialogue, coordination and
information sharing with Brazilian partner authorities in be-
tween SSC activities to ensute project progtess;

Build relationship with partner authorities and other relevant
stakeholders;

Appoint a project tesponsible who will cootdinate activities on
behalf of the implementing pattner;
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Prepate expetts for their participation in the specific activities;

Identify relevant expetts, services and institutions to pattici-
pate in the described activities;

Prepare practical arrangements and logistics for activities,
Practical preparation of the expetts (e.g. travel information);

Develop and readjust work plans and contribute to budget
plans, including descriptions of targets/milestones and tech-
nical input as well as budget for planned activities;

Be patt of the relevant steeting committee, co-otganize and
patticipate in its meetings;

Contribute to the practical arrangements and logistics for ac-
tivities conducted in Denmark.

Other pattnets (The Danish Embassy to Brazil)

Host the Sector Counsellor;

Support the implementation of the SSC through the sector
Counsellor by providing managetial and administrative sup-
port as needed to facilitate the process;

Patticipate in steeting committee meetings;

Prepare practical arrangements and logistics for activities held
in Brazil;

Host wotkshops, high-level dinners etc.

Othet pattners (Sector Counsellor)

Facilitate and support the Danish public authority in the iden-
tification, development and implementation of the SSC project
PILLAR I and II;

Conttibute to the development and possible readjustment of
the wotk plans to be agreed between the Brazilian and Danish
pattner institutions;

Facilitate and suppott project implementation thtough regular
dialogue and coordination with Brazilian and Danish public
authorities;

Participate in steeting committee meetings. Co-organize steet-
ing committee meetings;

Act as the main contact point for the Brazilian patrtners sup-
porting the implementation of the SSC-project;

Build up broad network and facilitate contacts;
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Contribute to identification of scholarship oppottunities in co-
oxdination with the Danish public authotities and the Danida
Fellowship Centre (DFC).

Contributions from part-
ner authority

Ensure that the SSC project is in line with the overall strategic
ptiotities of the Brazilian authortities;

Secute high-level commitment to a long-term partnership with
the Danish pattner institutions and other relevant authorities;

Participate in the steering committee meetings;

Appoint a cootdinator for PILLAR I and II activities and other
televant bilateral dialogue;

Appoint project managers for PILLAR I wotk area A and B
tespectively as well as for the 8 different topics within PILLAR
II who is available for professional dialogue on a regular basis;

Monitor the SSC project progtess and related activities in a Bra-
zilian context suppottive of the aimed objective of the coopet-
ation; !

Identify relevant experts, setvices and institutions to patticipate
in the described activities;

Prepate practical atrangements and logistics for activities con-
ducted in Brazil.

Budget

9.971.558 DKK
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