MINISTERIAL INSTRUCTION N° …/……..OF …/……/……PUTTING IN PLACE THE NATIONAL TERMINOLOGY AND CLASSIFICATION STANDARDS FOR MORBIDITY, MORTALITY, MEDICAL INTERVENTIONS, MEDICINES, LABORATORY EXAMS, LABORATORY REAGENTS AND MEDICAL EQUIPMENT. 
The Minister of Health,

In provision of long lasting solutions to some of the biggest challenges involving interoperability among various health information systems and data quality and;
Given his role in ensuring continuity of individual care and harmonized reporting mechanisms of the various health indicators;

Considering national and international standards on regulating the health sector;

Considering the need for a unified identification, registration and better management of medicines and all health commodities;

Given that the Ministry has a vision to use e-health as a pillar in improving healthcare delivery by deploying various e-Health applications;
Considering that terminology standards are key foundational elements of the e-health enterprise architecture;

GIVES THE FOLLOWING INSTRUCTIONS:
I. GENERAL PROVISIONS

Article One: Objective
The present instruction puts in place national terminology and classification standards for morbidity, mortality, medical interventions, medicines, laboratory exams, laboratory reagents and medical equipment, determines the authorized institution for updating or changing the standards and describes the means of having access to the standards.
Article 2: Definitions

In the present instruction, the following terms shall mean:

1. “Terminology and classification standards (or standardized nomenclature)” means: words permitting representatives of an industry or parties to a transaction to use a common, clearly understood language.
2. “Code”: means an alphanumeric section suite related to and used to uniquely identify each terminology. 
Article 3: Concerned institutions
These instructions shall apply to all institutions, organizations or individuals that either electronically or manually record, use or report on morbidity, mortality, medical interventions, laboratory exams, procure and or sell medicines, laboratory reagents and medical equipment. This includes but not limited to: public and private healthcare facilities, public and private pharmacies, pharmaceutical manufacturers, public and private pharmacies, manufacturers and vendors of medical equipment and vendors and users of all health-related information systems.
Article 4: Dissemination of the terminology and classification standards
The Rwanda Ministry of Health through its e-Health unit is the ONLY institution that is responsible for making the terminologies and classification standards available and accessible for all intended users as well as maintaining and updating all the standards and replacing them or adding new ones where necessary. The e-Health unit of the Ministry of Health will provide technical support on how to use the standards where required.
The online access to the standards through the Ministry of Health website is by following link: www.moh.gov.rw/terminologystadards or by contacting the e-Health unit on e-health@moh.gov.rw
II. TERMINOLOGIES AND CLASSIFICATIONS STANDARDS

Article 5: Diagnosis

The Ministry of Health has adopted the International Classification of Diseases (ICD) as the only national terminology standard for describing diagnosis.

The International Classification of Diseases is a system developed collaboratively between the World Health Organization (WHO) and 10 international centers so that the medical terms reported by physicians, medical examiners, and coroners on death certificates can be grouped together for statistical purposes. The purpose of the ICD and of WHO sponsorship is to promote international comparability in the collection, classification, processing, and presentation of mortality statistics. Revisions of the ICD are implemented periodically so that the classification reflects advances in medical science.

The International Classification of Diseases ICD version 10 was selected as the Rwanda national standard to inform diagnoses to the Ministry of Health for inpatients and outpatients. Every health information system that captures clinical information on the patient diagnoses should be able to capture the corresponding ICD-10 code for morbidities or causes of death as described below.

Article 5.1: Morbidity Codes  

To report diagnoses from either inpatient or outpatients, the ICD10 three-digit morbidity list will be used, as described in volume I of the ICD book, 10th Revision, 2nd Edition.  As in other countries where malaria, tuberculosis and other infectious diseases are a still a problem there is need to subdivide some codes in order to cope with the Rwandan context.  The current Rwanda list has all the codes from the ICD 10 book or database plus some extensions that are identified as sub-codes. Example:

	Code
	Description
	ICD-10 codes

	007
	Respiratory tuberculosis
	A15-A16

	007.1
	Pulmonary tuberculosis
	A15.0-A15.3, A16.0-A16.3


Article 5.2: Mortality Codes

To report causes of death the ICD-10 three-digit short list will be used. WHO defines the underlying cause of death as: the disease or injury that initiated the train of morbid events leading directly to death, or the circumstances of the accident or violence that produced the fatal injury. The three-digits short list is easier to use than the full four digits tabulation. The Ministry of Health of Rwanda will provide training on how to code using ICD10.

The full ICD-10 classification and the special morbidity and mortality lists will be available for download at the Ministry of health website as defined under “Article 4” above.
Article 6: Laboratory exams

The Ministry of Health has adopted Logical Observation Identifiers Names and Codes (LOINC®) as the national terminology classification standard for laboratory exams. 
The purpose of LOINC® is to facilitate the exchange and pooling of clinical results for clinical care, outcomes management, and research by providing a set of universal codes and names to identify laboratory and other clinical observations. The Regenstrief Institute, Inc, an internationally renowned healthcare and informatics research organization, maintains the LOINC database and supporting documentation.

LOINC is by far the most used terminology to uniquely identify laboratory exams in the world. LOINC has been translated to several languages including Chinese and Portuguese and several countries have adopted it as a national standard.  A summary version of LOINC will be provided by the Ministry of Health according to the exams currently being done in the country.
The full LOINC database will be available for download at the Ministry of health website as defined under “Article 4” above.

Article 7: Medication

The Ministry of Health has adopted the “Anatomic Therapeutic Chemical” classification, which was developed by the WHO. In this classification medicinal products are classified according to the main therapeutic use of the main active ingredient.

The ATC code has seven characters, the first character which is a later representing the first level (Anatomic main group) of ATC classification, followed by two numbers representing the second level (therapeutic subgroup), followed by one later representing the third level (pharmacological subgroup), another later also representing the forth level (chemical subgroup) and two numbers representing the fifth level (the chemical substance or INN).

The Rwanda Coded Medicine List describes all medications available in Rwanda. This list will be constantly updated in order to reflect the most current medication list in the country. 

The current list will be further updated to increase patient safety, especially by detailing the route. For example instead of only saying parenteral route the new list will have Intravenous, Intramuscular, subcutaneous, intradermal, Transcutaneous. The detailed route descriptions will be based on the British National Health Services (NHS) dictionary of medicines and devices (Dm+d). Dm+d is the official ontology for drugs used in the NHS and it has mappings for Snomed and ATC, therefore it’s a natural extension of the current Rwanda Coded Medicine List. 

All systems that use medication lists will be able to download the full database and documentation of the Dm+d database in different formats (txt, pdf, SQL) at the MOH website as defined under “Article 4” above. 
Article 7: Interventions 

The Ministry of Health has adopted the Canadian Classification of Health Interventions (CCHI) as the official classification and coding for medical interventions/procedures. This classification includes a broad range of interventions, such as:

· therapeutic interventions including inpatient and day surgeries, surgical and non-surgical;

· diagnostic interventions including diagnostic imaging, tests, measurements, biopsies and explorations;

· cognitive, psychosocial and sensory therapeutic interventions

· other healthcare interventions such as assistance with activities of daily living, environmental assessments, and counseling; and

· therapeutic interventions strengthening the immune system.

Article 9: Medical Equipment Consumables and reagents 

The Ministry of Health has adopted the “Universal Medical Device Nomenclature System™” (UMDNS) as a standard international nomenclature and computer coding system for medical devices consumables and reagents. UMDNS is the worldwide nomenclature that has been officially adopted by many nations. It is used in ECRI Institute’s databases and publications, as well as in thousands of healthcare institutions worldwide. UMDNS is also available in Spanish. UMDNS is updated by ECRI institute.


The purpose of UMDNS is to facilitate identifying, processing, filing, storing, retrieving, transferring, and communicating data about medical devices. The nomenclature is used in applications ranging from hospital inventory and work-order controls to national agency medical device regulatory systems and from e-commerce and procurement to medical device databases. 
The full UMDNS database will be available for download at the Ministry of health website as defined under “Article 4” above.
III. FINAL PROVISIONS
Article 10: Amendments
The Minister of Health reserves the right to make any amendments to this instruction whenever the need arises.
Article 11: Entry into Force
The present instruction comes into force upon its signature.
Dr. Richard SEZIBERA

The Minister of Health

