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GENERAL PRESENTATION
•

•

•

•

For medicines used for interferon-free treatment of chronic viral hepatitis C and liver cirrhosis C,
the National Agency of Medicines and Medical Devices has issued decisions for the conditional
inclusion in the List of reimbursed medicines and thus a series of negotiations took place between
2015-2017 which resulted in the conclusion of four cost-volume-result contracts (CVR).
CVR contracts are concluded only for a period of 12 months.
Only patients who meet the treatment inclusion criteria provided in the therapeutic protocol are
included in treatment.
The evaluation of the results of the treatment is done after the patient has completed the
quantitative HCV RNA test at the end of the treatment as well as the quantitative HCV RNA test 12
weeks after the end of the treatment.

•

The NHIH financially supports only costs of patients for whom the treatment outcome is obtained.

•

The NHIH financially supports only the volumes of negotiated and contracted therapeutic units.

THE FIRST COST-VOLUMERESULT (CVR) CONTRACT
On October 1st, 2015 the National Health Insurance House signed the first cost-volumeresult (CVR) contract for INN (OMBITASVIR + PARITAPREVIR + RITONAVIR) + INN
DASABUVIR, on the basis of which 5,000 patients will receive treatment:

n

stage F4 hepatic fibrosis (compensated form of the disease)

n

stage F3 hepatic fibrosis of patients with interferon contraindications

n

patients with HCV hepatic post-transplant infection recurrence, who are
treated regardless of the degree of hepatic fibrosis.

RESULTS OF THE FIRST CVR
Until the 19th of October 2016, the date when the first CVR ceased, the Committee of
Experts on Liver Diseases at the NHIH analyzed 7,517 cases, endorsing the beginning of
treatment for a number of 5,892 patients, of whom 147 patients discontinued treatment.
Until the 6th of September 2017 the results of 5,668 patients who completed treatment
n .,
(as well as
the quantitative HCV RNA test 12 weeks after the end of the treatment) were
evaluated, of which:
•
5612 patients had the expected treatment outcome
•

56 patients experienced therapeutic failure.

The results of the first CVR showed a 99% success rate

SECOND CVR
On the 17th of March 2017, the National Health Insurance House signed the second costvolume-result contract for INN (SOFOSBUVIR + LEDIPASVIR) for the treatment of 2,000
patients with decompensated cirrhosis.
So far the criteria for inclusion in treatment provided in the therapeutic protocol
approved by the Order of the Minister of Public Health and the President of the National
Health Insurance House no. 1301/500/2008 for the approval of therapeutic protocols for
the prescription of medicinal products related to the international common names provided
in the List of the International Common Names of Medicinal Products of which insured
persons benefit, with or without a personal contribution, on prescription in the health
insurance system, approved by Government Decision no. 720/2008, with subsequent
modifications and additions, was met by a total number of 236 patients with HCV
cirrhosis, decompensated form of the disease.

THIRD CVR
On the 20th of April, 2017 the National Health Insurance House signed the third costvolume-result contract for INN (SOFOSBUVIR + LEDIPASVIR) for the treatment of 50
patients with recurrence of HCV hepatic post-transplant infection.
To this date, the criteria for inclusion in treatment was met by a total number of 15 patients
with recurrence of HCV hepatic post-transplant infection.

FOURTH CVR
On the 20th of April 2017 the National Health Insurance House signed the fourth costvolume-result contract for INN (OMBITASVIR + PARITAPREVIR + RITONAVIR) + INN
DASABUVIR and thus a number of 9,750 patients will be treated:
• F3 and F4 hepatic fibrosis (compensated cirrhosis)
• F2 hepatic fibrosis associated with autoimmune extrahepatic manifestations, nonHodgkin B cells lymphoma, hepatocarcinoma, haemophilia or major thalassemia
• medical personnel, regardless of the stage of hepatic fibrosis
• patients with renal failure who are on dialysis, stage F2, F3 and F4 liver fibrosis
(compensated cirrhosis).
So far, a total number of 3,121 patients met the criteria for inclusion in treatment.

INFORMATION FOR
PATIENTS AND DOCTORS
Starting with the first contract, for better informing of both the patients and the doctors, two
sections were created on the NHIH website, where information was published for patients
and for doctors:
• for patients, the sub-section “Insurants - Interferon-free Treatment" has been created
under the Medication section of the Information for Insurants section.
• for prescribing doctors, the sub-section “Suppliers - Interferon-free Treatment” was
created under the Medication section of the Information for Suppliers section.
The sections contain customized information for each treatment scheme and designed to
come as close as possible to their support.
For example: Letter to the insurants, Letter to the prescribing doctors.
During the execution of the contracts, in the above mentioned sections, clarifications and
any other information were periodically published in order to ensure a good contract
performance both from the administrative and the medical perspective.

FUTURE

Fighting Hepatitis C is a public health priority in Romania which we intend to
pursue by using all appropriate means and by involving all actors.
Ensure uninterrupted access for patients to the newest medication for the IFN-free
treatment of chronic viral hepatitis C and hepatic cirrhosis C is our main goal in this field.
We look forward to sharing experience with other countries in order to better communicate
and disseminate best practice procedures focused on harm reduction and bearing patients
best interest in mind.

THANK YOU!

