
COLLEGIATE BOARD RESOLUTION No. 978 OF 6 JUNE 2025 

 

Provides for the operaƟon of Services 
that perform acƟviƟes related to 
Clinical Analysis Tests (CAT).  

 

The Collegiate Board of Directors of the Brazilian Health Regulatory Agency, in the use of the 
aƩribuƟons vested in it under ArƟcle 7, items III and IV, and ArƟcle 15, items III and IV of Law no. 
9,782 of 26 January 1999, and ArƟcle 187, item VI, Paragraph 1 of the Internal RegulaƟon 
approved by Collegiate Board ResoluƟon – RDC no. 585 of 10 December 2021, adopts the 
following Collegiate Board ResoluƟon, as decided upon in a meeƟng held on 4 June 2025, and I, 
AcƟng Director-President, determine its publicaƟon.  

 

CHAPTER I  

INITIAL PROVISIONS  

 

SecƟon I  

ObjecƟve  

ArƟcle 1. This ResoluƟon establishes the technical and health requirements for the operaƟon of 
Services that perform acƟviƟes related to Clinical Analysis Tests.  

 

SecƟon II  

Scope  

ArƟcle 2. This ResoluƟon applies to all Services that perform acƟviƟes related to Clinical Analysis 
Tests, whether public or private.  

ArƟcle 3. Clinical Analysis Tests include, but are not limited to, biological, microbiological, 
immunological, chemical, biochemical, immunohematological, hematological, cytological, 
cytopathological, anatomopathological, geneƟc, molecular biology, cellular biology, mycology, 
parasitology, toxicology, urinalysis, or other tests on biological material of human origin.  

ArƟcle 4. This ResoluƟon does not apply to the markeƟng of in vitro diagnosƟc products classified 
as self-tesƟng devices granted markeƟng authorizaƟon by Anvisa.  

Sole paragraph. The use of in vitro diagnosƟc products classified as self-tesƟng devices must 
comply with the provisions of this regulaƟon when performed by higher-level professionals 
legally qualified to perform their professional duƟes.  

 

SecƟon III  



DefiniƟons  

ArƟcle 5. For the purposes of this ResoluƟon, the following definiƟons are adopted:  

I – licensing permit: a document, or equivalent, issued by the competent state, municipal, or 
Federal District health agency, authorizing the operaƟon of establishments performing acƟviƟes 
under health surveillance;  

II – analyte: a substance or set of substances of interest intended to be idenƟfied or quanƟfied;  

III – legally valid signature: physical or digital signature, qualified or advanced, in accordance with 
Law No. 14,063 of 23 September 2020;  

IV – calibraƟon: a set of operaƟons under specified condiƟons, which establishes the 
correspondence between the values indicated by a measuring device and a reference material, 
for the purpose of standardizing or adjusƟng equipment or procedures;  

V – DistribuƟon Center (DC): a support establishment for the Service that performs CAT, 
authorized by the competent health surveillance agency, capable of carrying out acƟviƟes 
associated with the storage, packaging, and transportaƟon of biological material;  

VI – batch cerƟficate: a document that idenƟfies and cerƟfies the approval of a batch of in vitro 
diagnosƟc product, evaluated by a batch-by-batch CerƟficaƟon Program;  

VII – isolated office: a healthcare facility, authorized by the competent health surveillance 
agency, which performs specialized healthcare acƟviƟes under the technical responsibility of a 
legally qualified higher-level healthcare professional;  

VIII – contract: a wriƩen instrument that defines the legal transacƟon entered into between the 
contracƟng parƟes, sƟpulaƟng the obligaƟons and rights of each party;  

IX – Quality Control (QC): a form of monitoring through the analysis of control samples, in order 
to monitor the results to determine the precision and accuracy of the analyƟcal process using 
internal quality control (IQC) and external quality control (EQC);  

X – External Quality Control (EQC): determinaƟon of the accuracy and performance of CAT 
analyƟcal process, carried out through inter-laboratory comparisons conducted by a Proficiency 
TesƟng Provider, also known as Proficiency TesƟng Programs;  

XI – Internal Quality Control (IQC): a procedure conducted in conjuncƟon with the biological 
material tesƟng to assess the accuracy of the analyƟcal system and whether it is operaƟng within 
pre-defined tolerance limits;  

XII – analyƟcal run: a period of CAT execuƟon, defined by a pre-established Ɵme or a specific 
number of paƟent samples, provided that repeatability condiƟons are maintained. These 
condiƟons include variables previously defined by the Service performing the CAT, such as 
prevenƟve and correcƟve maintenance, reagent or calibrator batch changes, equipment 
iniƟalizaƟon or restart, among others that may impact the consistency of results;  

XIII – noƟficaƟon holder or markeƟng authorizaƟon holder: a legal enƟty, public or private, 
manufacturer or importer, responsible for the in vitro diagnosƟc product in Brazil, holding the 
markeƟng authorizaƟon for the in vitro diagnosƟc product, issued by Anvisa;  

XIV – primary packaging: packaging that is in direct contact with the biological material to be 
transported, consƟtuƟng a container, wrapper, or any other form of protecƟon, removable or 



not, intended to boƩle, maintain, contain, cover, or package the biological material to be 
transported, also called internal packaging;  

XV – Healthcare Establishment (HE): is the delimited physical space, fixed or mobile, where 
human healthcare acƟons are performed under technical responsibility;  

XVI – equipment: instrument or apparatus developed by the manufacturer for use as an in vitro 
diagnosƟc product;  

XVII – measuring equipment: in vitro diagnosƟc product used to perform measurements, alone 
or in conjuncƟon with other complementary measuring equipment. Also known as a measuring 
instrument;  

XVIII – Clinical Analysis Test (CAT): operaƟonal process, consisƟng of the pre-analyƟcal, analyƟcal, 
and post-analyƟcal phases of the Services that perform acƟviƟes related to CAT, whose objecƟve 
is to determine the value or characterisƟcs of a biological sample. Also known as clinical analysis 
tesƟngs or assays;  

XIX – analyƟcal phase: set of processes, with a specific descripƟon, used to perform analyses 
according to a specific method;  

XX – post-analyƟcal phase: phase that begins aŌer obtaining valid analysis results and ends with 
the issuance of the report and communicaƟon arrangements for interpretaƟon by the requester;  

XXI – pre-analyƟcal phase: phase that begins with the request for analysis, conƟnues with the 
acquisiƟon of the biological material, and ends with the iniƟaƟon of the analysis itself;  

XXII – wriƩen instrucƟons: all wriƩen forms of documentaƟon of acƟviƟes performed and 
informaƟon on the execuƟon of procedures, such as standards, protocols, and standard 
operaƟng procedures, which may be provided in printed or digital form;  

XXIII – clinical laboratory: a healthcare facility that performs acƟviƟes related to clinical analysis 
tests, including the pre-analyƟcal, analyƟcal, and post-analyƟcal phases. AcƟviƟes performed 
exclusively by the anatomical pathology laboratory are excluded from this definiƟon;  

XXV – anatomical pathology laboratory: a healthcare facility that performs acƟviƟes related to 
anatomopathological diagnosƟc procedures, including the pre-analyƟcal, analyƟcal, and post-
analyƟcal phases;  

XXV – support laboratory: a Type III Service, authorized by the competent health surveillance 
agency, that performs analyses on biological material sent by another Type III Service;  

XXVI – batch: idenƟficaƟon of a product obtained in a manufacturing cycle characterized by its 
homogeneity;  

XXVII – biological material or biological sample: Ɵssue or fluid from the human body, such as 
excrement, bodily fluids, cells, Ɵssues, organs, or other fluids of human origin or isolated from 
them;  

XXVIII – primary biological material: Ɵssue or fluid from the human body, such as excrement, 
bodily fluids, cells, Ɵssues, organs, or other fluids of human origin or isolated from them that 
have not undergone alteraƟons in their natural state or that have not been subjected to acƟviƟes 
aimed at preparing them for analysis, such as centrifugaƟon, filtraƟon, cooling, and heaƟng;  



XXIX – in-house methodology: analyƟcal methodology, reagents, or devices developed, 
produced, and validated by the Type III Service for use in its environment, which may be applied 
in research or to support diagnosis and therapy;  

XXX – paƟent: person from whom the biological material is collected to be submiƩed to the CAT;   

XXXI – collecƟon point: Healthcare Establishment classified as a Type II Service, linked, 
corporately or contractually, to only one Type III Service;  

XXXII – operaƟonal processes: all acƟviƟes related to the performance of CATs, divided into pre-
analyƟcal, analyƟcal, and post-analyƟcal phases;  

XXXIII – in vitro diagnosƟc product: reagents, calibrators, standards, controls, sample collectors, 
materials, and equipment, used individually or in combinaƟon, with intended use determined 
by the manufacturer, for in vitro analysis of biological material derived from the human body, 
exclusively or primarily to provide informaƟon for diagnosƟc, monitoring, screening, or to 
determine compaƟbility with potenƟal blood, Ɵssue, and organ recipients. Also known as an in 
vitro diagnosƟc medical device;  

XXXIV – single-use in vitro diagnosƟc product: an in vitro diagnosƟc product that is used for a 
single paƟent during a procedure and then discarded and cannot be reused;  

XXXV – legally qualified professional: a professional with higher educaƟon registered with the 
respecƟve Professional Council, with their competencies assigned by law;  

XXXVI – batch-by-batch cerƟficaƟon program: a program conducted by a proficiency tesƟng 
provider, contracted by the noƟficaƟon or markeƟng authorizaƟon holders, aimed at the 
individual evaluaƟon and cerƟficaƟon of each batch of an in vitro diagnosƟc product, analyzed 
by a laboratory accredited by standards NBR ISO/IEC 17025 or NBR ISO 15189;  

XXXVII – quality control provider: a term given to the group of establishments responsible for 
conducƟng IQC and EQC programs, as well as for producing control samples for IQC and EQC;  

XXXVIII – proficiency tesƟng provider: an establishment accredited according to standard ISO/IEC 
17043 responsible for conducƟng proficiency tesƟng programs;  

XXXIX – traceability: the ability to retrieve the history, applicaƟon, or locaƟon of the product 
under consideraƟon through registered idenƟficaƟon;  

XL – validaƟon report: a document in which the validaƟon procedures, records, results, and 
evaluaƟon are consolidated and summarized;  

XLI – Legal RepresentaƟve (LR): an individual vested with legal powers to perform acts on behalf 
of the legal enƟty or establishment;  

XLII – Technical RepresentaƟve (TR): a legally qualified professional who assumes technical 
responsibility before the Health Surveillance Agency for the service that performs acƟviƟes 
related to the CAT;  

XLIII – mobile CAT service: a Healthcare Facility that performs acƟviƟes related to Clinical Analysis 
Tests (CAT) outside its fixed headquarters or the Type III Service associated with it. This type of 
service is characterized by carrying out its acƟviƟes sporadically or seasonally, being carried out 
outside the establishment, limited to specific and temporary intervenƟons, and intended for a 
specific populaƟon in a specific environment, such as homes, businesses, and establishments. 



Therefore, CAT-related acƟviƟes cannot be carried out conƟnuously and regularly, thus not being 
characterized as a fixed establishment;  

XLIV – technical personnel supervisor: a legally qualified professional who supervises technical 
personnel in person during the period of operaƟon of the Service performing acƟviƟes related 
to the CAT;  

XLV – validaƟon: a process established by documented evidence that proves that a specific 
acƟvity complies with predetermined specificaƟons and meets quality requirements.  

 

CHAPTER II  

SERVICES  

 

SecƟon I  

ClassificaƟon  

ArƟcle 6. The Services that perform acƟviƟes related to Clinical Analysis Tests are comprised of 
the Service that performs CAT and the DistribuƟon Center.  

ArƟcle 7. For the purposes of this ResoluƟon, the Service that performs CAT is classified as:  

I – Type I Service (TIS);  

II – Type II Service (TIIS);  

III – Type III Service (TIIIS); and  

IV – Mobile CAT Service.  

 

SecƟon II  

Type I Service  

 

SubsecƟon I  

ClassificaƟon  

ArƟcle 8. The classificaƟon of the Isolated Office and the Pharmacy as Type I Service is permiƩed, 
provided that the technical requirements provided for in this regulaƟon are met.  

 

SubsecƟon II  

ClassificaƟon Rules  

ArƟcle 9. Only Healthcare FaciliƟes that meet the requirements established in this ResoluƟon for 
this service are classified as Type I Service.  



ArƟcle 10. The mandatory requirements for classifying a Healthcare Facility as a Type I Service 
are:  

I – perform CAT exclusively on biological material obtained by capillary puncture, 
nasopharyngeal, and/or oropharyngeal swab collecƟon;  

II – perform all stages of all operaƟonal processes related to the CAT in the facility itself (on-site), 
including the IQC and EQC;  

III – do not safekeep, store, or transport biological material (own or third party’s), except for IQC 
and EQC material;  

IV – do not perform in-house methodology; and  

V – use only equipment that does not require the use of reagent water produced on-site.  

ArƟcle 11. The CAT performed in a Type I Service must be performed exclusively by a legally 
qualified professional.  

ArƟcle 12. Isolated offices are only permiƩed to perform CAT for the purpose of integraƟng 
healthcare and subject to the qualificaƟons of the professional performing it.  

 

SubsecƟon III  

Infrastructure  

ArƟcle 13. Type I Service must be equipped with at least the following mandatory items:  

I – paƟent recepƟon area sized according to demand and separate from the CAT collecƟon and 
execuƟon room;  

II – cleaning material storage;  

III – public restroom; and  

IV – CAT collecƟon and execuƟon room.  

Paragraph 1. The cleaning material storage area may be located in the restroom space.  

Paragraph 2. The items in items I, II, and III of the capƟon of this arƟcle may be shared with other 
service units.  

ArƟcle 14. The CAT collecƟon and execuƟon room must be equipped with at least the following 
mandatory items:  

I – sink;  

II – countertop;  

III – table;  

IV – collecƟon chair;  

V – if there is an in vitro diagnosƟc product that requires temperature-controlled storage and 
IQC and EQC materials, exclusive refrigeraƟon equipment must be used for storage and 



preservaƟon, with at least temperature measurements taken, recording the maximum, 
minimum, and instantaneous temperatures, and in accordance with the instrucƟons for use;  

VI – area for storage of equipment and materials; and  

VII – container for disposal of sharps and waste.  

Paragraph 1. Sharing of refrigeraƟon equipment is permiƩed only for medicaƟons that do not 
require dedicated refrigeraƟon equipment.  

Paragraph 2. Sharing the CAT collecƟon and execuƟon room is permiƩed for the provision of 
healthcare by a legally qualified professional, subject to the cumulaƟve health and infrastructure 
requirements for all acƟviƟes performed there.  

ArƟcle 15. In an isolated public or private office classified as a Type I Service, the collecƟon and 
execuƟon room may be the same space as the consulƟng room, provided the requirements 
established in this ResoluƟon are met.  

ArƟcle 16. The CAT collecƟon and execuƟon room in a Type I Service must have natural 
venƟlaƟon or an air condiƟoning system.  

ArƟcle 17. The lighƟng in the CAT collecƟon and execuƟon room must be designed so as not to 
interfere with the assessment of the CAT and the paƟent's skin color.  

ArƟcle 18. The isolated office classified as a Type I Service must have a procedure area related to 
the CAT.  

 

SecƟon III  

Type II Service  

 

SubsecƟon I  

ClassificaƟon  

ArƟcle 19. The CollecƟon Point is classified as a Type II Service.  

ArƟcle 20. The Isolated Clinic may be classified as a Type II Service, provided it meets the 
requirements provided for in this ResoluƟon.  

 

SubsecƟon II  

ClassificaƟon Rules  

ArƟcle 21. Only Healthcare FaciliƟes that meet the requirements established in this ResoluƟon 
are classified as Type II Services.  

ArƟcle 22. The mandatory requirements for classifying a Healthcare Facility as a Type II Service 
are:  

I – perform CAT only on biological material obtained by capillary puncture, nasopharyngeal, 
and/or oropharyngeal swab collecƟon;  



II – when performing CAT, all steps of all phases of the operaƟonal process related to the CAT 
must be performed in-house, including the IQC and EQC;  

III – not to perform in-house methodology; and  

IV – use only equipment that does not require the use of reagent water produced in-house.  

ArƟcle 23. The collecƟon of other biological materials in addiƟon to those menƟoned in ArƟcle 
22, Item I, of this ResoluƟon, is permiƩed exclusively for the pre-analyƟcal phase of Type III 
Service.  

Paragraph 1. The collecƟon of biological materials referred to in the capƟon of this arƟcle may 
only be performed by a qualified professional;  

Paragraph 2. The collecƟon of venous and arterial blood is authorized only at CollecƟon Points;  

Paragraph 3. Type II Service is permiƩed to transcribe the report issued by Type III Service, 
provided that the reliability of the data and traceability of the service responsible for the 
analyƟcal stage are guaranteed; and  

Paragraph 4. Type II Service is permiƩed to perform in-person CAT, which must occur at the Ɵme 
of collecƟon.  

ArƟcle 24. Type II Service is only permiƩed to collect, store, package, process, and transport 
biological material as part of the pre-analyƟcal phase for the execuƟon of the CAT in Type III 
Service.  

ArƟcle 25. Type II Service is prohibited from receiving biological material sent by another Service 
that performs acƟviƟes related to the CAT.  

Sole paragraph. The receipt of biological material sent by the Mobile CAT Service to the 
CollecƟon Point is an excepƟon to the provisions of the capƟon of this arƟcle.  

ArƟcle 26. The safekeeping and storage of IQC and EQC material is permiƩed, in accordance with 
the manufacturer's instrucƟons.  

 

SubsecƟon III  

Infrastructure  

ArƟcle 27. The Type II Service must be equipped with at least the following mandatory items:  

I – recepƟon area sized according to demand and separate from the CAT collecƟon and execuƟon 
room;  

II – cleaning material storage;  

III – public restroom;  

IV – eaƟng area;  

V – employee locker room/restroom;  

VI – paƟent snack area;  

VII – CAT collecƟon and execuƟon room; and  



VIII – paƟent restroom aƩached to the CAT collecƟon and execuƟon room, which must also be 
accessible to Persons with DisabiliƟes (PWD).  

Paragraph 1. The items referred to in items I through V may be shared with other service units.  

Paragraph 2. Type II Services located within shopping centers may share common areas of these 
establishments designated for restrooms, cleaning material storage, and storage for employee 
belongings.  

ArƟcle 28. The CAT collecƟon and execuƟon room must contain at least the following mandatory 
items:  

I – stretcher;  

II – area for receiving, sorƟng, and temporary storage of biological material;  

III – sink;  

IV – countertop;  

V – table;  

VI – chair with arm for collecƟon;  

VII – in the case of in vitro diagnosƟc products and IQC and EQC materials that require 
temperature-controlled storage, dedicated refrigeraƟon equipment must be used for storage 
and preservaƟon, with at least temperature measurements performed, recording the maximum, 
minimum, and instant temperatures, and in accordance with the instrucƟons for use;  

VIII – dedicated refrigeraƟon equipment for the storage and preservaƟon of biological material, 
with at least temperature measurements performed, recording the maximum, minimum, and 
instant temperatures;  

IX – area for shipping transport containers;  

X – area for storing equipment and materials; and  

XI – container for disposal of sharps and waste.  

Sole paragraph. Sharing the item referred to in Item VIII is permiƩed only with medicaƟons that 
do not require dedicated refrigeraƟon equipment.  

ArƟcle 29. The CAT collecƟon and execuƟon room in Type II Services must have an air 
condiƟoning system.  

ArƟcle 30. Type II Services may be equipped with a collecƟon box, as provided for in Collegiate 
Board ResoluƟon – RDC No. 50 of 21 February 2002 and its updates.  

ArƟcle 31. The lighƟng in the CAT collecƟon and execuƟon room must be designed so as not to 
interfere with the assessment of the CAT and the paƟent's skin color.  

ArƟcle 32. An isolated office classified as a Type II Service must have a dedicated procedure area 
for carrying out CAT-related acƟviƟes.  

Sole paragraph. In an Isolated Office classified as a Type II Service, the collecƟon and execuƟon 
room may be the same space as the consulƟng room, provided the requirements provided for in 
this arƟcle are met.  



 

SecƟon IV  

Type III Service  

 

SubsecƟon I  

ClassificaƟon  

ArƟcle 33. The clinical laboratory and the anatomical pathology laboratory are classified as Type 
III Services, provided they meet the technical requirements provided for in this regulaƟon.  

 

SubsecƟon II  

ClassificaƟon Rules  

ArƟcle 34. Only healthcare faciliƟes that meet the requirements established in this ResoluƟon 
are classified as Type III Services.  

ArƟcle 35. Type III Services are allowed to perform:  

I – all CAT;  

II – all acƟviƟes related to the phases of the operaƟonal process; and  

III – the submission of biological material for CAT by a Support Laboratory.  

ArƟcle 36. Type III Services may use Support Laboratories to perform their CAT.  

ArƟcle 37. Type III Services must formalize the provision of services as a Support Laboratory 
through contracts, in accordance with this ResoluƟon.  

ArƟcle 38. Type III Services must annually evaluate the quality of the services provided by the 
Support Laboratory, considering:  

I – proof of the Support Laboratory's regularity with the local health authority; and  

II – proof of the analyƟcal quality of the contracted tests through the results obtained through 
parƟcipaƟon in Proficiency TesƟng Programs.  

ArƟcle 39. Type III Services are allowed to contract with a Support Laboratory located outside of 
Brazilian territory.  

Paragraph 1. The contracted Support Laboratory must be registered with the competent health 
authority of the country where it is located.  

Paragraph 2. A copy of the original document proving the establishment's regularity with the 
competent health authority of the country where it is located must be available to the Brazilian 
health authority, accompanied by a sworn translaƟon into Portuguese.  

 

SubsecƟon III  



Infrastructure  

ArƟcle 40. The physical infrastructure of Type III Services must meet the requirements of 
Collegiate Board ResoluƟon – RDC No. 50 of 21 February 2002 and its updates.  

ArƟcle 41. The CAT collecƟon and execuƟon room in Type III Services must have an air 
condiƟoning system.  

ArƟcle 42. The lighƟng in the CAT collecƟon and execuƟon room must be designed so as not to 
interfere with the assessment of the CAT and the paƟent's skin color.  

 

SecƟon V  

Mobile CAT Service  

ArƟcle 43. Only Type III Services may maintain a Mobile CAT Service, whether in-house or 
contracted.  

ArƟcle 44. The contracted Mobile CAT Service must have a permanent headquarters with a 
licensing permit or equivalent, issued by the local health agency, expressly indicaƟng the 
acƟviƟes performed.  

Sole paragraph. The Mobile CAT Service may have its permanent headquarters at the Type III 
Service that maintains it.  

ArƟcle 45. The Mobile CAT Service must be registered with the competent health authority of 
the locaƟon where its acƟviƟes are carried out.  

ArƟcle 46. The Mobile CAT Service must have a legally qualified professional as Technical 
Manager.  

Sole paragraph. In the event of the Technical Manager's absence, the Mobile CAT Service must 
have a legally qualified professional to replace him/her.  

ArƟcle 47. The Mobile CAT Service is prohibited from performing the CAT while the physical 
structure is in moƟon.  

Sole paragraph. The performance of the CAT is permiƩed on means of transportaƟon used in 
urgent and emergency situaƟons.  

ArƟcle 48. The Mobile CAT Service must perform measurements and inspecƟons aŌer 
assembling the equipment at the service stop, maintaining records to aƩest to compliance with 
the design and performance characterisƟcs declared by the manufacturer, as well as the 
requirements of this ResoluƟon and other applicable regulaƟons.  

ArƟcle 49. The Mobile CAT Service must follow the other requirements for the Service that 
performs CAT defined in this ResoluƟon.  

ArƟcle 50. The Mobile CAT Service may only collect and transport biological material for the Type 
III Service associated with it.  

Sole paragraph. A Type III Service is permiƩed to contract a Mobile CAT Service for the collecƟon 
of biological material to be sent to its associated CollecƟon Point.  



ArƟcle 51. The Mobile CAT Service may only perform CAT if it meets the following mandatory 
requirements:  

I – perform CAT exclusively on biological material obtained by capillary puncture, 
nasopharyngeal, and/or oropharyngeal (swab) collecƟon;  

II – not to perform in-house methodology; and  

III – use only equipment that does not require the use of reagent water produced in the service.  

Paragraph 1. The Mobile CAT Service is permiƩed to collect biological materials other than those 
provided for in the capƟon, Item I, of this arƟcle, provided it is performed by a qualified 
professional and only within the scope of the pre-analyƟcal phase, for the execuƟon of the 
analyƟcal phase of the CAT at the Type III Service associated with it.  

Paragraph 2. The Mobile CAT Service is only permiƩed to collect, store, package, process, and 
transport biological material as part of the pre-analyƟcal phase for the execuƟon of the CAT in 
the Type III Service.  

Paragraph 3. The Mobile CAT Service is not permiƩed to transcribe the report released by the 
Type III Service.  

Paragraph 4. The Mobile CAT Service is permiƩed to perform an in-person CAT, which must occur 
at the Ɵme of collecƟon.  

Paragraph 5. The locaƟon where the acƟviƟes of collecƟon and execuƟon of CAT will be carried 
out must have, at a minimum, faciliƟes that guarantee privacy and personalized service.  

ArƟcle 52. The collecƟon and execuƟon of CAT in the Mobile CAT service must be performed by 
a trained professional.  

ArƟcle 53. The Mobile CAT Service must perform the IQC and EQC, as established in this 
ResoluƟon.  

Sole paragraph. The Mobile CAT Service may perform the IQC and EQC, as determined by the 
Type III Service that maintains it.  

 

CHAPTER III  

GENERAL CONDITIONS  

 

SecƟon I  

General and Specific CondiƟons  

ArƟcle 54. Only Healthcare FaciliƟes may be classified as Services that perform CAT.  

ArƟcle 55. Only Healthcare FaciliƟes that meet the requirements established in this ResoluƟon 
will be permiƩed to perform CAT-related acƟviƟes.  

ArƟcle 56. The classificaƟon rules established in this ResoluƟon must be applied to classify 
Healthcare FaciliƟes.  



ArƟcle 57. ClassificaƟon of Healthcare FaciliƟes as a Service that performs CAT is the sole 
responsibility of the local health surveillance agency.  

ArƟcle 58. Provided that the technical requirements set forth in this regulaƟon are met, 
Healthcare FaciliƟes, as part of the public administraƟon, may be classified as services that 
perform CAT.  

ArƟcle 59. The CollecƟon Point that performs only the pre-analyƟcal phase is classified as a Type 
II Service and must follow the provisions of this regulaƟon pertaining to the acƟviƟes performed.  

ArƟcle 60. The CAT performed by the pharmacy authorized as a Type I Service is for screening 
purposes, without confirmatory purposes, with a view to integraƟng pharmaceuƟcal assistance, 
healthcare, and health guidance acƟons in accordance with Law No. 13,021 of 8 August 2014 
and Collegiate Board ResoluƟon – RDC No. 44 of 17 August 2009, and its updates.  

Paragraph 1. The result of the CAT performed by the pharmacy must support informaƟon 
regarding the user's health status and risk situaƟons, as well as allow for monitoring or 
evaluaƟon of the effecƟveness of the treatment prescribed by a legally qualified professional.  

Paragraph 2. The record of the CAT result performed at the pharmacy must be included in the 
PharmaceuƟcal Service DeclaraƟon.  

ArƟcle 61. The CollecƟon Center may only forward biological material to the Type III Service with 
which it has a relaƟonship.  

ArƟcle 62. The CollecƟon Center must be linked, either corporately or contractually, to only one 
Type III Service.  

ArƟcle 63. Type I Services must have a licensing permit or equivalent document issued by the 
local health authority, indicaƟng the acƟviƟes related to the CAT, as well as the acƟviƟes of a 
pharmacy or isolated office.  

ArƟcle 64. The Service that performs the acƟviƟes related to the CAT must implement acƟons to 
promote paƟent safety and improve the quality of the service provided.  

ArƟcle 65. Isolated Offices classified as Type II services are permiƩed to perform CAT using 
microscopy.  

ArƟcle 66. CAT results that indicate suspected Compulsorily NoƟfiable Disease must be reported 
in accordance with GM/MS ConsolidaƟon Ordinance No. 4 of 28 September 2017, and its 
updates, and GM/MS Ordinance No. 420 of 2 March 2022, and its updates.  

ArƟcle 67. Services that perform CATs for Compulsorily NoƟfiable Diseases (CND) must follow 
the diagnosƟc guidelines set forth in the respecƟve ordinances approved by the Ministry of 
Health.  

 

SecƟon II  

OrganizaƟon of Healthcare FaciliƟes within the Public AdministraƟon  

ArƟcle 68. Healthcare FaciliƟes within the public administraƟon classified as Type II Services are 
exempt from the requirement to have an employee locker room/restroom, a paƟent snack area, 



and a paƟent restroom aƩached to the CAT collecƟon and execuƟon room, which must also be 
accessible to Persons with DisabiliƟes (PWD).  

ArƟcle 69. For Healthcare FaciliƟes within the public administraƟon classified as Type I Services, 
CATs may be performed on any primary biological material.  

ArƟcle 70. For Healthcare FaciliƟes within the public administraƟon classified as Type II Services, 
CATs may be received, stored, packaged, processed, and transported during the pre-analyƟcal 
phase for CATs to be performed at another Type II Service or Type III Service within the public 
administraƟon.  

ArƟcle 71. For Healthcare FaciliƟes within the public administraƟon classified as Type II Services, 
CATs may be performed using any biological material, provided they are used in single-use 
equipment or by microscopy methodology in the service itself (on-site) with the aim of 
supporƟng health care.  

ArƟcle 72. The mobile CAT is permiƩed to collect and transport any biological material during 
the pre-analyƟcal phase for the execuƟon of the CAT in a Healthcare Facility that is part of the 
public administraƟon and is classified as a Type II or Type III Service.  

Sole paragraph. Within the scope of public policies for health promoƟon and protecƟon, and 
disease prevenƟon and control, the Mobile CAT Service must be linked to a fixed Healthcare 
Facility.  

 

SecƟon III  

OrganizaƟon of the Service that Performs AcƟviƟes Related to Clinical Analysis Tests  

ArƟcle 73. The Healthcare Facility classified as a Service that performs acƟviƟes related to Clinical 
Analysis Tests must have a licensing permit or equivalent document, issued by the local health 
authority, indicaƟng the acƟviƟes related to the CAT.  

ArƟcle 74. The Healthcare Facility classified as a Service that performs acƟviƟes related to CAT 
must be registered in the Brazilian Registry of Health Establishments (CNES, in Portuguese).  

ArƟcle 75. The Healthcare Facility classified as a Service that performs acƟviƟes related to CAT 
must have a legally qualified professional as Technical Manager.  

Sole paragraph. In the event of the Technical Manager's absence, the Service performing CAT-
related acƟviƟes must have a legally qualified professional to replace him/her.  

ArƟcle 76. The Service that performs acƟviƟes related to Clinical Analysis Tests (CAT) must have 
a documented organizaƟonal structure.  

ArƟcle 77. The Service performing CAT-related acƟviƟes is responsible for establishing a data and 
informaƟon access policy, whether computerized or not, necessary to provide the service and to 
ensure the protecƟon of paƟent informaƟon in accordance with Law No. 13,709 of 14 August 
2018, the General Data ProtecƟon Law (LGPD, in Portuguese), or any other legal regulaƟon that 
may amend or replace it.  

ArƟcle 78. The Service performing CAT-related acƟviƟes must evaluate the quality of its products 
or services in the event of suspected quality deviaƟons.  



Sole paragraph. All records must be accessible and specified in wriƩen instrucƟons.  

 

CHAPTER IV  

RELATIONSHIPS  

 

SecƟon I  

ContracƟng  

ArƟcle 79. The contracƟng of acƟviƟes related to the CAT must establish the responsibiliƟes of 
the parƟes involved and the control and qualificaƟon criteria.  

ArƟcle 80. For suppliers of inputs and service providers of acƟviƟes not related to the CAT, a 
wriƩen contract is not required. Only invoices and equivalent documents will be acceptable as 
proof of the legal transacƟon between the parƟes.  

Sole paragraph. When applicable, the parƟes must request documents that prove compliance 
with health requirements and other regulatory requirements by the other party.  

ArƟcle 81. The parƟes must ensure that all products, materials, and knowledge delivered to them 
are suitable for their intended purpose.  

ArƟcle 82. The obligaƟons, responsibiliƟes, and funcƟons of the parƟes must be set forth in a 
wriƩen contract, with a view to verifying compliance with the provisions of this ResoluƟon.  

Sole paragraph. The contract must provide for at least:  

I – express authorizaƟon for the parƟes to conduct audits to verify compliance with this 
ResoluƟon;  

II – traceability control;  

III – compliance with all requirements of the analyƟcal, pre-analyƟcal, and post-analyƟcal phases 
of this ResoluƟon, where applicable;  

IV – the obligaƟon for the parƟes to communicate quality deviaƟons and idenƟfied risks to each 
other in a Ɵmely manner so that correcƟve measures can be implemented;  

V – the obligaƟon for the parƟes to provide all necessary informaƟon to the other party to ensure 
safe and risk-reduced operaƟons;  

VI – the obligaƟon for the parƟes to comply with the requirements set forth in this ResoluƟon, 
in order to guarantee the safety, quality, and reliability of test results.  

ArƟcle 83. The Legal RepresentaƟve of the Service performing CAT-related acƟviƟes is 
responsible for ensuring compliance with the obligaƟons set forth in the contract for the 
establishment for which they are responsible.  

 

CHAPTER V  

QUALITY MANAGEMENT  



 

SecƟon I  

Quality Assurance Program (QAP)  

ArƟcle 84. The Service performing CAT-related acƟviƟes must implement the Quality Assurance 
Program (QAP).  

ArƟcle 85. The Service performing CAT-related acƟviƟes must ensure that the execuƟon of the 
acƟviƟes corresponds to the intended purpose, adopƟng all necessary safety, quality, and 
effecƟveness requirements.  

Sole paragraph. Compliance with the provisions of the capƟon of this arƟcle is the responsibility 
of the Legal RepresentaƟve and the Technical RepresentaƟve of the Service performing CAT-
related acƟviƟes.  

ArƟcle 86. The Service performing CAT-related acƟviƟes must implement a QAP, which includes, 
at least:  

I – technology management;  

II – management of inherent risks;  

III – document management;  

IV – personnel management and ongoing professional educaƟon;  

V – OperaƟonal Process management; and  

VI – Quality Control Management (QCM).  

ArƟcle 87. Quality Control Management (QCM) must be documented, and its effecƟveness must 
be monitored by the Technical Manager through performance indicators.  

Sole paragraph. The Service performing CAT must compare the results of its performance 
indicators using soŌware and, when unavailable, using updated bibliographical references.  

 

SecƟon II  

Technology Management  

ArƟcle 88. All products subject to health surveillance used by the Service performing CAT-related 
acƟviƟes must be registered with Anvisa.  

Sole paragraph. The Service performing CAT-related acƟviƟes must ensure that the products and 
equipment are used exclusively for their intended purposes, in compliance with applicable 
regulaƟons and in accordance with the manufacturers' instrucƟons for use.  

ArƟcle 89. The Service performing CAT-related acƟviƟes must manage its technologies, 
maintaining, but not limited to, the condiƟons of selecƟon, acquisiƟon, transportaƟon, receipt, 
storage, distribuƟon, installaƟon, calibraƟon, operaƟon or use, disposal, and traceability.  

ArƟcle 90. The Service performing CAT-related acƟviƟes must monitor the performance and 
safety of products under health surveillance and service provision, as well as adopt strategies to 



idenƟfy and report incidents, adverse events, and technical complaints, invesƟgate these 
occurrences, and adopt measures to prevent their recurrence.  

Paragraph 1. Reports of adverse events and technical complaints associated with products under 
health surveillance or healthcare must be made by the services through the Health Surveillance 
NoƟficaƟon System (NoƟvisa, in Portuguese), or any system that replaces it.  

Paragraph 2. The Service performing CAT-related acƟviƟes must collaborate in the 
operaƟonalizaƟon of field acƟons involving equipment acquired for use in its acƟviƟes.  

ArƟcle 91. The Service performing CAT-related acƟviƟes must establish, implement, and maintain 
criteria to ensure the quality of the CAT.  

ArƟcle 92. The Service performing CAT-related acƟviƟes must perform and maintain records of 
prevenƟve and correcƟve maintenance on the equipment, in accordance with the instrucƟons 
for use.  

Sole paragraph. In the absence of a definiƟon by the equipment manufacturer regarding the 
frequency of prevenƟve maintenance, it must be performed at least annually.  

ArƟcle 93. The Service performing CAT must maintain records of equipment measurements and 
inspecƟons.  

ArƟcle 94. Each Service performing CAT must establish and maintain documented procedures for 
calibraƟng its equipment, including guidelines specified by the manufacturer.  

Paragraph 1. Equipment calibraƟon must be performed at least as frequently as recommended 
by the manufacturer.  

Paragraph 2. In the absence of manufacturer recommendaƟons, calibraƟon must be performed 
at least once a year.  

ArƟcle 95. The Service performing CAT-related acƟviƟes must ensure effecƟve means for storing 
in vitro diagnosƟc products and biological material, ensuring their preservaƟon, effecƟveness, 
and safety, even in the event of a power outage.  

ArƟcle 96. Equipment that requires temperature control must have at least temperature 
measurements performed, recording the maximum, minimum, and instantaneous 
temperatures.  

Sole paragraph. For conƟnuously operaƟng equipment, recording must be performed to monitor 
equipment operaƟon throughout the process requiring temperature control.  

ArƟcle 97. The DistribuƟon Center must use dedicated refrigeraƟon equipment, recording the 
maximum, minimum, and instantaneous temperatures, for the storage of biological material 
requiring temperature control.  

 

SubsecƟon I  

In Vitro DiagnosƟc Products, Reagents, and Supplies  

ArƟcle 98. The Service performing CAT-related acƟviƟes must have equipment appropriate to 
the complexity of the service and necessary to meet its needs.  



ArƟcle 99. The Service performing CAT-related acƟviƟes must maintain wriƩen instrucƟons in 
Portuguese for the equipment, which may be replaced or supplemented by manufacturer's 
manuals.  

ArƟcle 100. The Service performing CAT-related acƟviƟes must record the receipt of in vitro 
diagnosƟc products, reagents, and supplies.  

Sole paragraph. Records of in vitro diagnosƟc products received must include data such as the 
batch number, compliance with shipping condiƟons, date of receipt, and other informaƟon 
necessary to ensure traceability and quality.  

ArƟcle 101. Reagents and inputs fracƟonated or prepared by the Service performing CAT and 
used by it must be idenƟfied with a label containing:  

I – name of the reagent or input;  

II – concentraƟon or specificaƟon;  

III – batch number, when applicable;  

IV – date of preparaƟon;  

V – name of the person responsible for fracƟonaƟon or preparaƟon;  

VI – expiraƟon date;  

VII – storage condiƟons; and  

VIII – informaƟon regarding potenƟal risks.  

Paragraph 1. The sale of reagents and inputs fracƟonated or prepared by the Service performing 
CAT is prohibited.  

Paragraph 2. The receipt and shipment of reagents and quality control materials fracƟonated by 
other Services performing acƟviƟes related to CAT are prohibited.  

ArƟcle 102. The use of reagents, inputs, and products for in vitro diagnosƟcs, as well as their 
preservaƟon and storage condiƟons, must comply with the manufacturer's recommendaƟons 
for use. RevalidaƟon aŌer expiraƟon is not permiƩed.  

ArƟcle 103. The Service performing CAT is permiƩed to perform analyƟcal tests to ensure the 
quality of the supplies and products used in the Service's operaƟonal processes.  

ArƟcle 104. The storage area must be equipped with appropriate equipment for temperature 
and humidity control, in accordance with the manufacturer's instrucƟons.  

 

SubsecƟon II  

InformaƟon System  

ArƟcle 105. The Service performing CAT must define a policy of responsibiliƟes to establish:  

I – systemaƟc access to data and informaƟon of paƟents and service professionals;  

II – control of access to the entry and modificaƟon of paƟent data and test results, including 
records with the date, Ɵme, user, and locaƟon where the informaƟon was entered or modified;  



III – a systemaƟc process for releasing test results and paƟent reports, whether automaƟc or 
manual;  

IV – informaƟon privacy and confidenƟality policy; and  

V – a defined and documented system for protecƟon against unauthorized access.  

ArƟcle 106. The Service performing CAT-related acƟviƟes must evaluate and verify the system or 
soŌware before its implementaƟon and document it, including informaƟon regarding 
availability, reliability, data integrity, and the responsibiliƟes of insƟtuƟons and users.  

 

SubsecƟon III  

Management of Inherent Risks  

ArƟcle 107. The Service performing CAT-related acƟviƟes must define and implement measures 
for the constant improvement of risk management inherent to the technologies used.  

ArƟcle 108. The Service performing CAT-related acƟviƟes must organize, structure, and 
implement acƟons for the conƟnuous improvement of work processes.  

Sole paragraph. ConƟnuous improvement of work processes must include at least ongoing 
planning, execuƟon, evaluaƟon, and intervenƟon in the structure, processes, and results of the 
CAT.  

ArƟcle 109. Risk management must include, at least:  

I – idenƟficaƟon, analysis, evaluaƟon, treatment, monitoring, and communicaƟon of risks;  

II – idenƟficaƟon of possible equipment failures and human errors that could result in 
healthcare-related incidents and the promoƟon of necessary prevenƟve measures;  

III – documented invesƟgaƟon determining the causes of possible equipment failures, idenƟfied 
human errors, or noncompliance with current regulaƟons, their consequences, and the 
necessary prevenƟve and correcƟve acƟons; and  

IV – implementaƟon of prevenƟve and correcƟve acƟons idenƟfied during the invesƟgaƟons.  

ArƟcle 110. The Service performing CAT-related acƟviƟes must maintain and make available to 
all employees wriƩen biosafety instrucƟons, covering at least the following items:  

I – wriƩen instrucƟons on biological, chemical, physical, occupaƟonal, and environmental safety, 
according to the procedures performed, equipment, and microorganisms involved, adopƟng 
compaƟble safety measures;  

II – instrucƟons for use of personal protecƟve equipment (PPE) and collecƟve protecƟve 
equipment (CPE);  

III – procedures in case of accidents; and  

IV – handling and transportaƟon of biological material, when applicable.  

 

SubsecƟon IV  



Waste Management  

ArƟcle 111. The Service performing CAT-related acƟviƟes must implement the Healthcare Waste 
Management Plan (PGRSS, in Portuguese) meeƟng the requirements of Collegiate Board 
ResoluƟon – RDC No. 222 of 28 March 2018 and its updates, as well as Collegiate Board 
ResoluƟon – RDC No. 661 of 30 March 2022 and its updates.  

ArƟcle 112. The Service performing CAT-related acƟviƟes must have wriƩen instrucƟons for 
cleaning, disinfecƟng, and sterilizing surfaces, faciliƟes, equipment, arƟcles, and materials.  

Sole paragraph. The sanitaƟon of the areas must be ensured to guarantee the safety of paƟents 
and professionals.  

ArƟcle 113. The cleaning of the area where the CAT is performed must be recorded daily, at the 
beginning and end of business hours.  

Paragraph 1. All areas related to the performance of CAT must be clean before all services.  

Paragraph 2. AŌer each acƟvity, the need for a new cleaning procedure must be verified.  

ArƟcle 114. SaniƟzers and products used in cleaning and disinfecƟon processes must be 
registered with Anvisa and used according to the manufacturer's specificaƟons.  

 

SecƟon III  

Document Management  

ArƟcle 115. All documentaƟon and records covered by this ResoluƟon must be maintained and 
archived for at least 5 (five) years.  

ArƟcle 116. Changes made to records must include the date, name, or legally valid signature of 
the person responsible for the change, preserving the original data.  

Sole paragraph. All documents that comprise the Quality Assurance Program must be in 
Portuguese.  

ArƟcle 117. The Service that performs CAT must keep the following documents updated and 
available in physical or electronic format:  

I – Basic Architectural Design approved by the competent health authority;  

II – list and records of all procedures performed;  

III – inventory of products subject to health surveillance;  

IV – list of names of all staff, their duƟes, qualificaƟons, and workloads;  

V – records demonstraƟng the implementaƟon of the ConƟnuing EducaƟon and Quality 
Assurance Programs; and  

VI – records of results from the Proficiency TesƟng and Internal Quality Control programs.  

ArƟcle 118. The Service performing CAT-related acƟviƟes must provide documents proving its 
health compliance, whenever requested by the competent health authority.  



ArƟcle 119. The Service performing CAT-related acƟviƟes must provide, at the test sites, 
documented procedures guiding its acƟviƟes, including:  

I – systemaƟc recording and release of results;  

II – procedures for potenƟally criƟcal results; and  

III – systemaƟc review of results and release of reports by a legally qualified professional.  

 

SecƟon IV  

Personnel Management and ConƟnuing EducaƟon of Professionals  

ArƟcle 120. The Service performing CAT-related acƟviƟes must have teams sized according to its 
demand profile.  

ArƟcle 121. Within the scope of public policies for health promoƟon and protecƟon, and disease 
prevenƟon and control, the Ministry of Health and the State, Municipal, and Federal District 
Health Secretariats may use the services of a qualified professional to collect and perform CAT, 
and shall be responsible for the necessary training and capacitaƟon to ensure that the acƟviƟes 
related to CAT are carried out in accordance with this ResoluƟon.  

ArƟcle 122. The Service performing CAT-related acƟviƟes must have a legally qualified 
professional supervising the technical personnel, on-site, during its operaƟng hours.  

Paragraph 1. The supervisor of the technical personnel may be the Technical Manager.  

Paragraph 2. The Service performing CAT-related acƟviƟes may have one or more supervisors of 
the technical personnel.  

Paragraph 3. In the event of the technical personnel supervisor's absence, the Service performing 
the CAT-related acƟviƟes must have a legally qualified professional replace him/her.  

ArƟcle 123. The Service performing CAT-related acƟviƟes must maintain records of the training 
and qualificaƟons of its professionals, compaƟble with the funcƟons performed.  

ArƟcle 124. The Service performing CAT-related acƟviƟes must implement a ConƟnuing 
EducaƟon Program for its enƟre team.  

ArƟcle 125. The ConƟnuing EducaƟon Program must include:  

I – iniƟal and periodic training and capacitaƟon, with a minimum frequency of once a year;  

II – theoreƟcal and pracƟcal training and capacitaƟon based on risk management, whenever new 
processes, techniques, or technologies are implemented, or before new personnel join the 
processes; and  

III – evaluaƟon methodology to demonstrate the effecƟveness of training and capacitaƟon 
acƟviƟes.  

ArƟcle 126. Periodic training and capacitaƟon must cover at least the following topics:  

I – wriƩen instrucƟons;  

II – paƟent safety;  



III – management of risks inherent to the technologies used; and  

IV – Quality Assurance Program.  

ArƟcle 127. Training and capacitaƟon must be recorded, including the date, Ɵme, workload, 
content taught, and the name and professional qualificaƟons of the instructor and the workers 
involved.  

 

CHAPTER VI  

OPERATIONAL PROCESSES  

 

SecƟon I  

Pre-analyƟcal Phase  

 

SubsecƟon I  

Traceability of Biological Material  

ArƟcle 128. The Service performing CAT-related acƟviƟes must ensure and demonstrate the 
traceability of all acƟviƟes related to biological material in the pre-analyƟcal, analyƟcal, and post-
analyƟcal phases.  

ArƟcle 129. The report released by the Service performing the CAT must contain the name and 
CNES registraƟon number of the establishment(s) responsible for the analyƟcal phase of each 
CAT performed.  

Sole paragraph. The idenƟficaƟon of biological material, when performing tests at the Ɵme of 
collecƟon and with immediate delivery of the report to the paƟent, may be simplified by 
including the paƟent's full name and age or date of birth, provided that traceability between the 
biological material and the paƟent is possible, in order to guarantee the safety of the paƟent and 
their biological material.  

ArƟcle 130. When using proprietary methodology, the Type III Service must ensure the 
traceability of all inputs, reagents, and other components used in the analysis.  

ArƟcle 131. The Service performing CAT-related acƟviƟes must ensure the retrieval and 
availability of all informaƟon related to the CAT.  

ArƟcle 132. The Service performing the CAT must:  

I – provide the paƟent or guardian with instrucƟons (physical, digital, or verbal) in accessible 
language, guiding the preparaƟon and collecƟon of biological material, with the goal of ensuring 
the paƟent's understanding;  

II – request the paƟent to provide a valid photo ID to prove their idenƟficaƟon for registraƟon;  

III – provide wriƩen, available, and updated instrucƟons for all pre-analyƟcal acƟviƟes; and  

IV – provide means that allow traceability of the enƟre pre-analyƟcal phase.  



Paragraph 1. For paƟents receiving emergency care or undergoing hospitalizaƟon, proof of 
idenƟficaƟon data may also be obtained from their medical records.  

Paragraph 2. The professional responsible for collecƟng biological material for 
anatomopathological examinaƟons must verify the paƟent's idenƟty and the correct 
characterizaƟon of the material to be examined.  

Paragraph 3. Within the scope of public policies for health promoƟon and protecƟon and disease 
prevenƟon and control, in the absence of a valid photo ID, proof of paƟent idenƟficaƟon for 
registraƟon may be provided as established in current Ministry of Health regulaƟons.  

ArƟcle 133. The Service performing CAT-related acƟviƟes and collecƟng the biological material is 
responsible for paƟent registraƟon.  

ArƟcle 134. PaƟent registraƟon must include the following informaƟon:  

I – paƟent idenƟficaƟon number;  

II – paƟent full name;  

III – social name, when applicable;  

IV – date of birth;  

V – biological sex;  

VI – mother’s name;  

VII – paƟent's telephone number or address; and  

VIII – name and contact informaƟon of the guardian, in the case of a minor or incapacitated 
person.  

ArƟcle 135. The Service performing CAT-related acƟviƟes and collecƟng the biological material is 
responsible for registering the CAT.  

ArƟcle 136. The CAT registraƟon must include the following informaƟon:  

I – name of the applicant;  

II – date and Ɵme of the service;  

III – Ɵme of collecƟon of the biological material, when applicable;  

IV – name and CNES registraƟon number of the unit responsible for collecƟng the biological 
material;  

V – tests requested and type of biological material;  

VI – addiƟonal informaƟon;  

VII – name of the professional who performed the registraƟon;  

VIII – name of the professional who collected the biological material, when applicable;  

IX – name of the professional who validated receipt of the biological material, when applicable;  

X – expected date for delivery of the report, when applicable;  



XI – indicaƟon of urgency, when applicable; and  

XII – addiƟonal paƟent informaƟon relevant to the CAT, such as the use of medicaƟon and 
vitamins, and health condiƟons.  

ArƟcle 137. The Service performing the CAT must provide the paƟent or their guardian with proof 
of healthcare containing:  

I – registraƟon number;  

II – paƟent's name;  

III – date of healthcare;  

IV – expected date of report delivery;  

V – list of requested tests; and  

VI – contact informaƟon for the Service performing CAT-related acƟviƟes.  

Sole paragraph. Proof of healthcare may be waived in cases of CAT performed at the Ɵme of 
collecƟon, upon delivery of the report to the paƟent or their guardian.  

ArƟcle 138. Biological material must be idenƟfied at the Ɵme of collecƟon or upon receipt by the 
Service performing EAC-related acƟviƟes.  

Paragraph 1. The idenƟficaƟon of the biological material must contain at least:  

I – paƟent's name;  

II – date of birth or age;  

III – type of biological material; and  

IV – paƟent idenƟficaƟon number.  

Paragraph 2. The date and Ɵme of collecƟon must be traceable by the Service performing the 
CAT.  

ArƟcle 139. The Service performing the CAT must define criteria for acceptance, rejecƟon, 
idenƟficaƟon, and performance of CAT on biological material.  

 

SubsecƟon II  

TransportaƟon of Biological Material  

ArƟcle 140. All senders, carriers, recipients, and others involved in the transportaƟon of human 
biological material, without prejudice to the provisions of other current regulaƟons specific to 
each material and mode of transportaƟon, must transport the biological material in accordance 
with the requirements of Collegiate Board ResoluƟon – RDC No. 504 of 27 May 2021 and its 
updates.  

ArƟcle 141. The Service performing CAT-related acƟviƟes is responsible for sending the biological 
material for laboratory tesƟng to naƟonal and internaƟonal Support Laboratories.  



ArƟcle 142. The import and export of biological material must be conducted in accordance with 
Collegiate Board ResoluƟon – RDC No. 81 of 6 December 2008 and its updates, and with Health 
Ministry Ordinance No. 472 of 9 March 2009 and its updates.  

ArƟcle 143. All transported biological material must contain, in its terƟary packaging, at least the 
informaƟon specified in Collegiate Board ResoluƟon – RDC No. 504 of 27 May 27 2021 and its 
updates.  

 

SubsecƟon III  

DistribuƟon Center  

ArƟcle 144. The Service performing CAT-related acƟviƟes may maintain its own DistribuƟon 
Center or a contracted one to carry out acƟviƟes related to the storage, packaging, and 
transportaƟon of biological material.  

ArƟcle 145. The DistribuƟon Center is prohibited from receiving biological material from the 
Mobile CAT Service.  

ArƟcle 146. The DistribuƟon Center must have a legally qualified professional as Technical 
Manager, in accordance with the rules of the respecƟve Professional Council.  

ArƟcle 147. The DistribuƟon Center must verify and record the applicable transportaƟon and 
storage condiƟons, including special requirements for temperature, humidity, or exposure to 
light, expiraƟon date, quanƟƟes received, and cargo integrity.  

ArƟcle 148. The DistribuƟon Center is not permiƩed to:  

I. violate the primary packaging of biological material; and  

II. perform acƟviƟes related to the analyƟcal and post-analyƟcal phases.  

ArƟcle 149. The DistribuƟon Center must hold a licensing permit or equivalent document issued 
by the competent health agency, expressly indicaƟng the acƟviƟes performed.  

ArƟcle 150. The DistribuƟon Center must have a documented organizaƟonal structure.  

ArƟcle 151. The DistribuƟon Center must be equipped with at least the following mandatory 
items:  

I – a room for receiving, sorƟng, and temporary storage of biological material, with a minimum 
area of 3.0 m², containing at least:  

a) countertop;  

b) sink;  

II – employee changing rooms/restrooms;  

III – purging;  

IV – cleaning material storage;  

V – container for disposal of sharps and waste;  

VI – area for storage of equipment and materials; and  



VII – area for receiving and shipping transport containers.  

Sole paragraph. Monitoring of controlled temperature and humidity must be recorded.  

ArƟcle 152. The DistribuƟon Center is prohibited from carrying out acƟviƟes not associated with 
the storage, packaging, and transportaƟon of biological material.  

ArƟcle 153. The DistribuƟon Center must perform a quality assessment of a product or service 
in the event of suspected quality deviaƟons.  

Sole paragraph. All records must be accessible and specified in wriƩen instrucƟons.  

 

SecƟon II  

AnalyƟcal Phase  

ArƟcle 154. The Service performing CAT must:  

I – have wriƩen, available, and updated instrucƟons for all analyƟcal processes, and the 
manufacturer's instrucƟons for use may be used;  

II – provide means that allow traceability of the enƟre analyƟcal phase;  

III – define risk limits, criƟcal values, or alert values for tests with results that require immediate 
decision-making, and define a communicaƟon flow to the responsible healthcare professional or 
the paƟent when an immediate decision is required;  

IV – define, when applicable, the purity level of the reagent water used in tests and quality 
controls; and  

V – implement the necessary assessments and tests to ensure compliance with the purity level 
of the reagent water.  

ArƟcle 155. The analyƟcal process must be referenced in the manufacturer's instrucƟons for use, 
in bibliographic references, or in scienƟfically valid research conducted by the Service performing 
CAT.  

ArƟcle 156. The Service that performs anƟmicrobial suscepƟbility tesƟng and phenotypic 
detecƟon of resistance mechanisms must follow Health Ministry Ordinance No. 64 of 11 
December 2018 and its updates, and use reference cultures listed in the documents of the 
Brazilian CommiƩee on AnƟmicrobial SuscepƟbility TesƟng (BrCAST).  

 

SubsecƟon I  

In-House Methodology  

ArƟcle 157. Only Type III Services may develop and use their own methodology.  

ArƟcle 158. Type III Services that use their own methodology must document it, including at least 
the following:  

I – descripƟon of the process steps;  

II – traceability of all products and inputs used;  



III – specificaƟon and approval system for inputs, reagents, and equipment;  

IV – validaƟon system for steps and procedures, volume of reagents, types of biological material, 
materials required, method of interpreƟng results; and  

V – determinaƟon of the sensiƟvity and specificity of the methodologies.  

Sole paragraph. Type III Service may use, as a component of the CAT procedure using its own 
methodology, general laboratory materials and isolated reagents marketed as inputs for product 
development, as well as others labeled internaƟonally as Research Use Only (RUO), AnalyƟc 
Specific Reagent (ASR), or InvesƟgaƟonal Use Only (IUO).  

ArƟcle 159. Type III Services must specify in the report which results were obtained using their 
own methodology.  

ArƟcle 160. Type III Services are prohibited from selling, passing on, donaƟng, or delivering 
reagents or any product derived from their own methodology for consumpƟon.  

Sole paragraph. The provisions of the capƟon of this arƟcle do not apply to the provision of 
reagents and materials for use in the pre-analyƟcal phase by the associated Type II Service.  

ArƟcle 161. Type III Services may pass on or transfer scienƟfic knowledge resulƟng from the 
development of their own methodology.  

ArƟcle 162. All acƟviƟes related to the operaƟonal phases of implemenƟng their own 
methodology must occur within the service that developed it.  

ArƟcle 163. The suitability of their own methodology for its intended use must be demonstrated 
through scienƟfic jusƟficaƟon and the operaƟonal condiƟons of the Type III Service, through a 
validaƟon study, naƟonal guidelines or standards.  

Paragraph 1. The provisions of the capƟon of this arƟcle exclude basic compendial general 
methods such as pH measurement, among others.  

Paragraph 2. InstrucƟons for use of products labeled as Research Use Only (RUO), AnalyƟc 
Specific Reagent (ASR), or InvesƟgaƟonal Use Only (IUO) are not accepted as the sole basis for 
validaƟon.  

ArƟcle 164. The Type III Service must prepare a validaƟon report describing the procedures, 
materials required and used, analyƟcal parameters, acceptance criteria, and results, with 
sufficient detail to allow for their reproducƟon and, when applicable, staƟsƟcal evaluaƟon.  

 

SecƟon III  

Post-AnalyƟcal Phase  

ArƟcle 165. The Service performing CATs must have wriƩen instrucƟons for releasing results and 
legally valid signatures of reports, covering rouƟne, on-call, urgent, and emergency situaƟons.  

Sole paragraph. The Service performing CATs must define the communicaƟon flow to the paƟent 
and the physician or healthcare professional responsible for the paƟent when an immediate 
decision is required.  



ArƟcle 166. The report must be legible, without transcripƟon errors, wriƩen in Portuguese, 
dated, and signed by a legally qualified higher-level professional.  

ArƟcle 167. The report must contain at least the following:  

I – name of the Service performing the CAT responsible for the analysis, with its respecƟve CNES 
number;  

II – address and contact telephone number of the Service performing the CAT responsible for the 
analysis;  

III – name and registraƟon number of the Technical Manager with the respecƟve professional 
associaƟon;  

IV – name and registraƟon number with the respecƟve professional associaƟon of the legally 
qualified professional who signs the examinaƟon report;  

V – name and idenƟficaƟon number of the paƟent;  

VI – age or date of birth;  

VII – date of collecƟon of the biological material;  

VIII – name of the examinaƟon, type of biological material, and analyƟcal method;  

IX – examinaƟon result and unit of measurement;  

X – reference values, technical limitaƟons of the methodology, and data for interpretaƟon;  

XI – specificaƟon of the proprietary methodology used, when applicable;  

XII – when biological material with restricƟons is accepted, this condiƟon must be included in 
the report;  

XIII – date of issue of the report; and  

XIV – legally valid signature.  

Sole paragraph. In cases where the Support Laboratory is located outside Brazilian territory, 
informaƟon regarding the NaƟonal Registry of Healthcare Establishments (CNES) is not required 
in the report.  

ArƟcle 168. Type III Services that choose to transcribe reports issued by the Support Laboratory 
must ensure their accuracy.  

Sole paragraph. The person responsible for releasing the report may add interpreƟve comments 
to the Support Laboratory's text, considering the paƟent's condiƟon and the overall context of 
the tests.  

ArƟcle 169. The report must include the name of the Support Laboratory that performed the 
test.  

ArƟcle 170. If any correcƟon is necessary to any informaƟon contained in a previously issued 
report, this must be made in a new report clearly staƟng the correcƟon made.  

Sole paragraph. In the event of significant changes aŌer the report has already been delivered 
or made available, Type II and Type III Services must ensure that the paƟent or their guardian is 



contacted to inform them of the fact and record the name of the contact and the date of such 
communicaƟon.  

 

CHAPTER VII  

QUALITY CONTROL MANAGEMENT (QCM)  

ArƟcle 171. The Service performing CAT must ensure the reliability of the CAT through QCM.  

ArƟcle 172. QCM consists of, at a minimum, Internal Quality Control (IQC) and External Quality 
Control (EQC).  

ArƟcle 173. IQC and EQC must be performed exclusively at the Service performing the CAT (on-
site), and their performance outside the establishment is prohibited.  

ArƟcle 174. The Service performing CAT must maintain records of Quality Controls, as well as 
wriƩen instrucƟons for their implementaƟon.  

ArƟcle 175. The service performing CAT must have QCM applied to all CATs performed.  

ArƟcle 176. QCM must be documented, including:  

I – a list of all tests performed;  

II – the method of control and frequency of use;  

III – limits and acceptability criteria for control results;  

IV – evaluaƟon and recording of control results; and  

V – External Quality Control (ECQ) performance report for all tests performed by the Service 
performing CAT that uses commercial control samples, issued by the Proficiency TesƟng Provider 
at least annually.  

 

SecƟon I  

Internal Quality Control (ICQ)  

ArƟcle 177. Every Service performing CAT must parƟcipate in ICQ programs.  

ArƟcle 178. ParƟcipaƟon in ICQ programs must be individual for each Service performing CAT.  

ArƟcle 179. The Service performing CAT must perform ICQ on all equipment in use.  

ArƟcle 180. The Service performing CAT must perform ICQ for all analytes performed, including:  

I – monitoring the analyƟcal phase by analyzing the control sample, recording the result obtained 
and analyzing the data;  

II – definiƟon of acceptance and rejecƟon criteria for results by analyte type and according to 
the methodology used;  

III – approval or rejecƟon of analyses aŌer evaluaƟon of control sample results;  



IV – recording of inadequacies, invesƟgaƟon of causes, and acƟons taken for rejected control 
sample results; and  

V – criteria for evaluaƟng control sample results.  

ArƟcle 181. For ICQ, the Service performing CAT must use commercial control samples or control 
samples provided by Quality Control Providers registered with Anvisa.  

ArƟcle 182. When commercial control samples or control samples provided by a Quality Control 
Provider are not available, the Service performing CAT must adopt alternaƟve methods of 
assessing the accuracy of the analyƟcal system described in the scienƟfic literature.  

Sole paragraph. The control sample must be analyzed in the same manner as the paƟent's 
sample.  

ArƟcle 183. For CATs performed with single-use in vitro diagnosƟc products, the ICQ must be 
performed, at a minimum, at each batch change, at each shipment, and in accordance with the 
manufacturer's instrucƟons.  

Paragraph 1. If the single-use in vitro diagnosƟc product uses measuring equipment to perform 
the CAT, the ICQ must be performed at each prevenƟve maintenance and correcƟve 
maintenance.  

Paragraph 2. For CATs that require in vitro diagnosƟc products not covered by the capƟon of this 
arƟcle, the ICQ must be performed, at a minimum, at each analyƟcal run, in accordance with the 
manufacturer's instrucƟons, at each prevenƟve maintenance and at each correcƟve 
maintenance.  

ArƟcle 184. The frequency of ICQ performance at each batch change may be reduced according 
to technically established criteria and provided that:  

I – it ensures compliance with the ICQ objecƟve;  

II – it provides iniƟal training on test implementaƟon by the supplier, the evidence of which must 
be maintained at the Service;  

III – cerƟfiicates approved by batch-by-batch cerƟficaƟon programs must be available. These 
cerƟficates must be conducted by laboratories accredited by NBR ISO/IEC 17025 or NBR ISO 
15189 and contracted by the markeƟng authorizaƟon holders.  

Sole paragraph. The cerƟficate provided by batch-by-batch cerƟficaƟon programs must be 
maintained by the Service performing CAT-related acƟviƟes and be available to the competent 
health authority.  

 

SecƟon II  

External Quality Control (ECQ)  

ArƟcle 185. Every Service performing CAT must parƟcipate in ECQ programs.  

ArƟcle 186. ParƟcipaƟon in ECQ programs must be individual for each Service performing CAT.  

ArƟcle 187. The Service performing CAT must perform ECQ on all equipment in use.  



ArƟcle 188. The Service performing CAT must perform ECQ for all analytes analyzed.  

ArƟcle 189. The Service performing CAT must verify, at least annually, the availability of 
proficiency tesƟng for these tests with Quality Control Providers.  

Sole paragraph. For tests not covered by ECQ Programs, the Service performing CAT must adopt 
alternaƟve methods of assessing the accuracy of the analyƟcal system described in scienƟfic 
literature.  

ArƟcle 190. Only Type III Services may donate biological material to a Proficiency TesƟng Provider.  

 

CHAPTER VIII  

FINAL AND TRANSITIONAL PROVISIONS  

ArƟcle 191. The Services covered by this regulaƟon have a period of 90 (ninety) days to comply 
with the terms of this ResoluƟon, starƟng from the date of its publicaƟon.  

Sole paragraph. The items related to the physical infrastructure of the Service that performs CAT 
must be met when renovaƟons or expansions are carried out on exisƟng services, new 
construcƟon is carried out, or faciliƟes not previously intended for health services are adapted, 
or those that have undergone a change in the use of one or more of their areas.  

ArƟcle 192. Failure to comply with the provisions of this ResoluƟon consƟtutes a health violaƟon, 
under Law No. 6,437 of 20 August 1977, without prejudice to applicable civil, administraƟve, and 
criminal liabiliƟes.  

ArƟcle 193. Collegiate Board ResoluƟon – RDC No. 786 of 5 May 2023, published in the Federal 
Official GazeƩe No. 88 of 10 May 2023, SecƟon 1, page 161, is hereby revoked.  

ArƟcle 194. This ResoluƟon shall come into effect on the date of its publicaƟon.  

 

RÔMISON RODRIGUES MOTA  

AcƟng Director-President  

 

 


