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Greetings to ERCAL from Maria Lourdes Rodriguez Heudebert de Berckemeyer - President of FEPER

2006 - 2007
The development of the Law
begins with the congressman
Javier Diez Canseco, who
indicates to FEPER that it is
necessary to promote a Law. The
request is received by the
presidential office (Alan Garcia)
and other congressmen and
doctors such as
Dr. Carlos Vallejos Sologuren
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Law N2 29698 National Day of Regulation of Law Neonatal Screening Modification of
Ministerial Resolution :
o Prevalence and Mortalit
June 4, 2011 Diseases Supreme Decret June 19, 2019 Prevalence
Law that declares of N2 004-2019-SA . .- From 1:100 000 to
national interest and Ministerial Resolution The Coneresswomen Congeinltal Hypothyr0|d|sm,. 50 : 100 000 WHO
. ) ° g Congenital Adrenal Hyperplasia,
preferential attention the N®579-2011/MINSA Ursula Letona and Leyla Chihuan : e
Y Phenylketonuria, Cystic Fibrosis, Mortality
treatment of people June 22,2011 Minister Oscar Ugarte C ital Hearing L d
suffering from rare and It is established on the ongenital Hearing Loss an 490 : 10 000
. Congenital Cataract Ministerial Resolution
orphan diseases. last day of february of

Ex President of Peru each year Minister Zulema Tomas N° 1075-2019-MINSA

Alan Garcia
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State of legislation and policies in Peru

: . Model of
First breakdown of Budget formulation Second breakdown .
CIE10 February, 2020 of CIE 10 Comprehensive Health
First breakdown of CIE 10 MINSA budget _ Care by Llfe Course for
RD Listing Update 7.5 million soles F"s"R':t_a';‘_’°""L:‘ ‘;f ‘:'E 10 the Person, Family and
i . e . isting Update .
The datalzlf iEZER'fr:S:/EIS\Ie;AwaS Only identified 20, 618 patients Ministerial Resolution Community (MCI)
consolidated wi . . .
Ministerial Resolution registered in MINSA N° 230-2020-MINSA Ministerial Resolution
N° 1075-2019-MINSA April 24, 2020. N° 030-2020-MINSA

National Data 1207 codes, Director Dr. Bernable
breakdown of 546 November, 2020

November 21, 2019 —

473 codes of the CIE 10

In progress

546 codes of the CIE 10

Next extension
January, 2023
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National Network for
Health Technology
Assessment for rare

diseases

Ministerial Resolution
N2 190-2020-MINSA

Dr. Nora Reyes INS
Presentation October, 2020

Renetsa - Minsa
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Institutional Advisory RD’s National Plan Budget Explansmn For
Commission of the 2021 - 2024 2022 (July 2021)
Ministry of Health MINSA Budget
Diagnosis and / or Ministerial Resolution 9 million soles

treatment of RD N° 1059 -

D ber 2020 /MINSA Identified 27, 650 patients
Dr Ma. Del Carmen Vilca ecember /

registered in MINSA
Strategy design with the former

Starts in march, 2021 Director of Noncommunicable

1 Pexo Paero Disease

Conformacién de la Comision Consultiva Institucional.
RS N* 013-2020-SA. 01 diciembre 2020.

13 Expertos:

Crean Ia Comisién Consultiva Institucional "™!tut0 Nacional de Salud del Nifio
del Ministerlo de Salud encargada de Instit ions
evaluar el dlagnostico y/o tratamiento de  san
Enfermedades Raras y Huérfanas (ERH)  jnstit
de alto costo propuesto por la Institucion e,
Prestadora de Servicios de Salud (PRESS)
publica a cargo del paciente
RESOLUCION SUPREMA
W 013.2020-SA

Lima, 1 de diciemere de 2020




Current national activities and areas of emphasis: Roadmap 2020 - 2021 (MINSA - FEPER)

\?.t
] &‘ > Rare and Orphan Diseases Listing Update .
April, 2020 :

. ff 546 are broken down into 1207 codes

April, 2020

A4
¥
el el A

Formation of the National Network for Health Technology Assessment
March 2021: Exclusive software for the control, monitoring of STDs and pharmacovigilance

November, 2020

Formation of the Institutional Advisory Commission of the Ministry of Health and at the level of Regional
Governments, Social Security of Health-EsSalud, the Health of the Armed Forces and the Health of the National

Police of Peru Starts in April 2021: 2 first files

Reglamento de la Ley N° 29698, Ley que
declara de Interés Nacional y Preferente

Atencion el Tratamiento de personas que
padecen Enfermedades Raras o Huérfanas

DECRETO SUPREMO
N° 004-2019-SA November, 2020

EL PRESIDENTE DE LA REPUBLICA V

CONSIDERANDO:

Que, los articulos 7 y 9 de la Constitucion Politica del
Peru sefialan que todos tienen derecho a la proteccion de

National Plan for Prevention, Diagnosis, Comprehensive Health Care, Treatment, Rehabilitation and

] Monitoring of Rare or Orphan Diseases. . o o
2021 Starts capacity development: National trainings for pathologies in March 2021:: West

su salud, la del medio familiar y la de la comunidad, asi
como el deber de contribuir a su promocion y defensa,

Syndrome, Hemophilia, Imperfect Osteogenesis, Lupus and others (2021 - 2024)

Computer application: National Registry of Patients suffering from Rare and Orphan Diseases.
In process of implementation at the national level - May to July

In progress : May - July 2021 x

In progress : June — July 2021 Guidelines for the determination of High Cost Diseases, estimation of the threshold for the drug of High Cost applicable

to Rare and Orphan Diseases. Initially S / 10,000 per drug per patient per year




Current national activities FEPER

(within a long list of actions from the society)

Patient advocacy.

Humanitarian aid.

Education and empowerment of the disease.

Referrals to national and international specialists for diagnosis.
Promote the continuity of the public policy roadmap.
Collaborative work for the registry of patients with rare diseases.
Visibility and awareness of the problem at all levels, among other.
Free decentralized diagnostic campaigns have stopped, in which we FEPER National campaigns of
found an average of 100 new patients for each city. diagnostic 2019
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Population with Rare Diseases and Health System

It is necessary to talk about the public health system :

A total population of 32 million habitants s [\ TR A7 fie

More tan 2 million patients with a rare disease

Brosil

Territorial fragmentation of the health system:

- 24 Regions with a level of individual governance,
management and budget

- However, the regional governments don't execute and
not reimburse the counter benefits to the health care
providers.



Levels of health care/ Capacity \o\ feper

Health Establishments by level of care and health provider

] Third level
First level of | Second level of
SubSector of Health
Health Care Health Care
Care
Private 7,894 283 6
MINSA (SIS) and regional 8, 766 health
centers
governments 7,992 143 serve 95% of
ESSALUD 276 57 11§: the
Health Service (armed forces) 244 5 population
Total 16,541 493 55

Font : RENIPRRES 2019 (AGOSTO)
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- Health centers per habitants public sector serving
95% of the entire national population.
27.60 health centers per100,000habitants

- Doctors: National ratio
1,3 doctors per 1 000 habitants

- Mostly concentrated in Lima (capital) with
3,8 doctors for every 1000 habitants in Lima city

And in the most unprotected city, there are 0.7
doctors for every 1000 habitants (Piura, Cajamarca,
Loreto and others)

There are few specialists. These are concentrated in
Lima. There are no specialist in provinces.




Population with rare diaseases in the health system and their Budget on

medicines | \'\ feper
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Fragmentation of the health system by health provider and rare diseases

OTROS
5%

ESSALUD
33%
515
62%
COMPOSITION OF THE NATIONAL NATIONAL REGISTRY OF PATIENTS NATIONAL PURCHASE OF
HEALTH SYSTEM HEALTH PROVIDER WITH RD BY HEALTH PROVIDER DRUGS FOR RD BY HEAL
To 32 million habitant PROVIDER
0 32 million habitants :
1 2
, | 37682 patients 117.5 MILLION
95% are publich benefits
In the FEPER data, the 72% of the RD
population is served with EsSalud
References:
Fuentes : Plan de Salud Peru Pais Saludable 2020
Congreso MINSA dia Nacional de Enfermedades Raras 2021 Sl us = S/. 3.8 soles

IETSI : Presentacion Videnza 2020
€1 euro=S/. 4.6 soles




Effective Budget execution and access \0\ feper
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» ESSALUD buys around 110 million soles in medicines for RD.
It executes 18% of its budget in medicines for RD, to serve 1% of its total national population
registered in said health provider. In ESSALUD, the population of the socio-economic sector B, C and D
(formal workers) is served.

» SIS buys 7.5 million soles in medicines for RD (it executes 0.75% of its budget in medicines for rare
diseases to attend 0.14% of the total national population registered in said health provider. economic
C, D and E (mostly informal workers or without work).

» There are only 32 specialized drugs for RD in Peru (although some are outdated). Coverage mainly by
ESSALUD

» ESSALUD has the best practices for the RD community in the public sector, because for a long ti
they have carried out more actions to serve the population with rare diseases, more agile proc

the access and coverage of orphan drugs.
References:

S1lus=5/.3.8soles




Challenges, Barriers, or Obstacles to Needs in the Rare \'\ feper

Diseases Community

1. Obstacle in the fragmentation of the health
system in:

» Territorially

» Governance

» Harmonization

» Specialized and decentralized staff

» Management and articulation capacity

2. Lack of knowledge of rare and orphan diseases in:

» Health staff
» Poor patient registration and poor coding
management

Federacion Peruana
de Enfermedades Raras

NU REGIUNAL DE LANIDATEWVE

GERENCIA REGIONAL DE SALUD
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Challenges, barriers or obstacles to needs in the rare \o\ feper
disease community Jesmasnrens

3. Lack of Access to medicines and Budget optimization:

» Drug regulatory institution DIGEMID (Category 2). They have a low standard, few personnel,
low management capacity, lack of agile processes, lack of transparency and little
participation of all involved multisectorally.

» Drug purchases are between 150% to 1500% of international prices. (There are no
regulations or negotiations regarding this)

» Lack of local harmonization in access to treatments for rare diseases.

4. High turnover in public positions on the Minister of Health and senior health managers
(Every 4 to 6 months they are new public officials).

5. The reference centers for the adequate diagnosis, treatment and referrals have n
determined.



Legislative or political needs in services of \o\ feper
research, regulation or health e

Centralized national and bilateral purchases: Modification of the State Procurement Law with
centralized purchases and joint negotiations through the Foreign Ministry, including between
countries through the Andean Parliament and / or Mercosur, WHO or others.

Legal frameworks for prioritizing health technology assessment. Contracting of external
services for the evaluation of health technologies for RD. Formal participatory legal framework of

civil society agreeing on prioritization.

Patient-Centered Care and Management Model for RD

More research and articulation local and in LATAM linked to rare and / or orphan diseases
A Vital Medicines Law (such as the Colombian case) could be replicated in Peru.

Promote an expanded newborn screening law.
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Access to medicines for:

- International technical consultancies to improve the standard of the drug regulatory institution
(DIGEMID). Transnational interoperability of clinical practice guidelines, pharmacological
guidelines and equivalences (fast track EMA and / or FDA).

- Technical consultancies for health technology assessments: Multi-criteria analysis (MCDA)

- Training of health personnel and students on the coding of RD and database management for
rare and / or orphan diseases.

- International technical consultancies for the regulatory frameworks for citizen consultation in
the prioritization of medicines.

- The National Plan 2021-2024 stipulates a national and international collaborative network that
does not yet exist.
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Suggested activities for the country, the region or a sustainable ERCAL i
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1. Share best practices in research.

1. Technical consultancies to the Peruvian Government on
datebases for RD.

LN ]
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1. Training, qualification, sensitization to health personnel and T

students. w‘ "’ﬂ

1. Articulation of regional initiatives for access to treatment and e
diagnosis with regional referrals within and outside of LATAM. ,‘

1. Share best practices in harmonization and access to adapt it to
our reality.

1. Best practices in processes for joint purchases in LATAM of
drugs for rare diseases.
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Thank you so much!
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@ @enfermedadesrarasperu

@FEPER_ Peru

G @feperperu

8 enfermedadesrarasperu@gmail.com
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