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NIST HANDBOOK 150-11C ASCA CHECKLIST 
Electromagnetic Compatibility & Telecommunications
Based on the Basic Safety and Essential Performance of Medical Electrical Equipment, Medical Electrical Systems, and Laboratory Medical Equipment – Standards Specific Information for the Accreditation Scheme for Conformity Assessment (ASCA) Pilot Program - Guidance for Industry, Accreditation Bodies, Testing Laboratories, and Food and Drug Administration Staff (September 25, 2020)


Instructions to the Assessor: This checklist addresses specific criteria relating the accreditation of a laboratory to determine the capability and competence of that laboratory to perform tests to show compliance to the FDA-Recognized Consensus Standards in the ASCA Pilot program for Basic Safety and Essential Performance of Medical Electrical Equipment, Medical Electrical Systems, and Laboratory Medical Equipment. It is intended for use during the assessment phase of the accreditation process as a guide to evaluate the capability of the applicant laboratory facility and to determine the competency of the laboratory personnel for performing the required measurements. It is not intended to replace the good engineering judgement of the technical assessor or a thorough evaluation of the facility. Other points may and should be added to this checklist as the on-site assessment progresses. 

Place an "X" beside each checklist item that represents a nonconformity. Place a "C" beside each item on which you are commenting for other reasons. Record the nonconformity explanation and/or comment in assessment report created in the assessor portal under the laboratory’s assessment record. Place "OK" beside all other items you observed or verified as compliant at the laboratory.

	Requirement
	Compliance
(OK, X, or C)
	Management System Reference
	Objective Evidence

	4
	General requirements

	
	
	For the purposes of the ASCA Pilot, testing laboratories inspect the manufacturer’s risk management file to the extent necessary to assess compliance with the expectations of IEC 60601/80601 or IEC 61010. The testing laboratories do not make judgments concerning the adequacy of the manufacturer’s risk management process. Nor do they make judgments concerning the acceptability of risk or the adequacy of the manufacturer’s decisions concerning risk. Each time a clause of IEC 60601/80601 or IEC 61010 calls for inspection of the risk management policy, plan, or records (i.e., the risk management file), it is to check to see if a related IEC 60601/80601 or IEC 61010 expectation has been complied with.
	Choose an item.	     
	     



	4.1
	Impartiality

	
	4.1.1
	If any services, such as consulting, design, or research, are offered by the testing laboratory, it will have a policy and procedure for maintaining impartiality through separation of those services from its testing activities.
	Choose an item.	     
	     

	
	4.1.2
	A device manufacturer’s internal testing laboratory agrees to have policy and procedures that specifically ensure and protect the impartiality of the laboratory to test or otherwise evaluate devices manufactured by the laboratory’s parent organization and, if applicable, other manufacturers without regard to the impact of the test results on the parent organization’s business interests.
	Choose an item.	     
	     

	6
	Resource requirements

	6.2
	Personnel

	
	6.2.1
	The testing laboratory agrees to maintain technical personnel who are qualified and competent to:
	
	     
	     

	
	a)
	Establish and carry out the appropriate test methods required for the standard.
	Choose an item.	     
	     

	
	b)
	Understand and apply the specifications and underlying rationale (including concepts of basic safety and essential performance).
	Choose an item.	     
	     

	
	c)
	Understand other normative references in the relevant standards forming part of the requested scope of accreditation.
	Choose an item.	     
	     

	
	d)
	Assure the suitability of means used to confirm the basic safety and essential performance of the medical device under test.
	Choose an item.	     
	     

	
	6.2.2
	The testing laboratory agrees to:
	
	
	

	
	a)
	Document and maintain a program for the initial and ongoing training of technical personnel, including procedures for applying new/updated test methods and performing required tests.
	Choose an item.	     
	     

	
	b)
	Provide ongoing training of technical personnel at defined intervals or when test standards or methods are updated or developed, as well as when responsibilities have changed.
	Choose an item.	     
	     

	
	c)
	Conduct training through appropriate training mechanisms, such as on-the-job training or formal classroom training.
	Choose an item.	     
	     

	
	d)
	Document and maintain records of training for technical personnel.
	Choose an item.	     
	     

	
	6.2.3
	The job descriptions specify and document the responsibilities and required competencies of managerial, technical, and key support personnel involved in requested scope of accreditation.
	Choose an item.	     
	     

	6.4
	Equipment

	
	6.4.1
	The testing laboratory agrees to ensure that all equipment used for testing and evaluating devices is available and in proper working order for requested scope of accreditation.
	Choose an item.	     
	     

	
	6.4.2
	The testing laboratory agrees to ensure that its procedures specify the steps for establishing calibration intervals for each type or item of equipment, and specify criteria, steps, and approvals for extending the calibration interval of an instrument.
	Choose an item.	[bookmark: _GoBack]     
	     

	
	6.4.3
	The testing laboratory agrees to ensure that its procedures address adding, deleting, modifying, or maintaining information in equipment records in an accurate and timely manner, and specify the personnel responsible for these tasks.
	Choose an item.	     
	     

	
	6.4.4
	The testing laboratory agrees to have procedures to examine the effects of defective or out-of-tolerance equipment on calibrations and tests. The testing laboratory further agrees that procedures will identify the personnel responsible for such examinations, specify their responsibilities, and provide the steps for the examination, including:
	Choose an item.	     
	     

	
	a)
	Determining whether the effects are unacceptable (including the accept/reject criteria);
	Choose an item.	     
	     

	
	b)
	Identifying the devices affected;
	Choose an item.	     
	     

	
	c)
	Analyzing the particular tests impacted for these devices; and determining whether retesting is required;
	Choose an item.	     
	     

	
	d)
	Preparing a report of the examination;
	Choose an item.	     
	     

	
	e)
	Notifying customers when retesting is required;
	Choose an item.	     
	     

	
	f)
	Specifying the steps to follow to perform the retesting;
	Choose an item.	     
	     

	7
	Process requirements

	
	7.1
	Review of requests, tenders and contracts

	
	7.1.1
	The testing laboratory agrees to have contracts with customers that require the customer to:
	
	
	

	
	a)
	Identify those tests and test results that are intended to be used to support premarket submissions to the FDA;
	Choose an item.	     
	     

	
	b)
	Identify special test conditions and additions or modifications to test methods and/or acceptance criteria as permitted by IEC 60601-1 subclauses 4.2.3.2 and 4.5 and ISO/IEC 17025 subclause 7.2.1.4; and
	Choose an item.	     
	     

	
	c)
	Indicate that per the risk management requirements of IEC 60601/80601 and IEC 61010 the customer maintains responsibility for specifying and documenting acceptance criteria.
	Choose an item.	     
	     

	
	7.2
	Selection, verification and validation of methods

	
	7.2.1
	The testing laboratory agrees that its management system will include procedures governing the development, maintenance, and use of test procedures (including associated records in paper or electronic format such as test data forms and checklists). The testing laboratory further agrees that these management system procedures will include steps for:
	Choose an item.	     
	     

	
	a)
	Ensuring that test procedures are documented and reviewed prior to use;
	Choose an item.	     
	     

	
	b)
	Identifying the personnel responsible for developing, reviewing, and maintaining test procedures;
	Choose an item.	     
	     

	
	c)
	Ensuring that new and revised test procedures are reviewed by personnel who are competent and trained in the applicable standard(s); and
	Choose an item.	     
	     

	
	d)
	Specifying the criteria for review.
	Choose an item.	     
	     

	
	7.2.2
	The testing laboratory agrees that test procedures and project-specific test plans will include or specify, as appropriate, the following information:
	
	
	

	
	a)
	Unique identification, including title, document number, revision, and effective date;
	Choose an item.	     
	     

	
	b)
	Specific test equipment to use or the salient performance characteristics required of the equipment to be used;
	Choose an item.	     
	     

	
	c)
	Warnings/caution statements to alert the operators of potential hazards;
	Choose an item.	     
	     

	
	d)
	Normal and any unusual ambient conditions (including tolerances) for tests;
	Choose an item.	     
	     

	
	e)
	Test data to be obtained and recorded;
	Choose an item.	     
	     

	
	f)
	Objective acceptance criteria for results including the essential performance required to be maintained;
	Choose an item.	     
	     

	
	g)
	Testing techniques required to ensure consistent results;
	Choose an item.	     
	     

	
	h)
	Instructions on equipment operation and on handling and preparation of test samples (including instructions on multiple sample marking, if applicable); and
	Choose an item.	     
	     

	
	i)
	The methods to be used to assess or monitor the performance of the test sample.
	Choose an item.	     
	     

	
	7.2.3
	The testing laboratory agrees to ensure that relevant contextual information from the intended use of the device and manufacturer’s essential performance specifications, including any metrological stability, are reflected in the relevant test procedure or project-specific test plan.
	Choose an item.	     
	     

	
	7.2.4
	The testing laboratory agrees to ensure that each test procedure adequately addresses all the applicable specifications of the standard for the equipment under test.
	Choose an item.	     
	     

	
	7.2.5
	The testing laboratory agrees to give preference to using test methods in the requested scope of accreditation. Modified test methods as permitted by IEC 60601-1 subclauses 4.2.3.2 and 4.5 and ISO/IEC 17025 subclause 7.2.1.4 may be used within the ASCA Pilot as long as details of the test method and results are provided.

Note: Recommendations for how to report the modified test method can be found in FDA’s guidance Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions.
	Choose an item.	     
	     

	
	7.2.6
	The testing laboratory agrees to include relevant sections of the test report in the ASCA summary test report as necessary to explain any testing to address risks that are different or in addition to those found in the FDA-recognized consensus standard.
	Choose an item.	     
	     

	
	
	NOTE: Example ASCA Summary Test Report can be located in Appendix B of Basic Safety and Essential Performance of Medical Electrical Equipment, Medical Electrical Systems, and Laboratory Medical Equipment – Standards Specific Information for the Accreditation Scheme for Conformity Assessment (ASCA) Pilot Program - Guidance for Industry, Accreditation Bodies, Testing Laboratories, and Food and Drug Administration Staff
	
	
	

	
	7.2.7
	Where a clause of the FDA-recognized consensus standard requires inspection of the risk management file to obtain objective evidence, the testing laboratory agrees, at a minimum, to include pass/fail criteria in the inspection procedure and record the list of documents examined during the inspection in the testing laboratory’s records.
	Choose an item.	     
	     

	
	7.8
	Reporting of results

	
	7.8.1
	The testing laboratory agrees to have procedures to record and report all required information in ISO/IEC 17025 for each test conducted, including the following:
	Choose an item.	     
	     

	
	a)
	A statement of the extent to which the articles that were tested complied or did not comply with the specifications of each clause that were part of the standard tested;
	Choose an item.	     
	     

	
	b)
	A detailed description of the medical device tested including accessories, options, software versions, and configurations tested;
	Choose an item.	     
	     

	
	c)
	A test plan including reference to the manufacturer’s stated intended use and essential performance claims monitored during testing, reporting of the operational state(s) of the equipment during each test, as well as, if needed, any modified test methods as permitted by IEC 60601-1 subclauses 4.2.3.2 and 4.5 and ISO/IEC 17025 subclause 7.2.1.4.

Note: Recommendations for how to report the modified test methods can be found in the guidance document Recommended Content and Format of Non-Clinical Bench Performance Testing Information in Premarket Submissions.
	Choose an item.	     
	     

	
	d)
	The date and location of the test(s) undertaken;
	Choose an item.	     
	     

	
	e)
	The test report’s unique identifier;
	Choose an item.	     
	     

	
	f)
	The signatures and printed names of the personnel responsible for the test results;
	Choose an item.	     
	     

	
	g)
	The test conditions, e.g., supply voltage, ambient temperature or humidity, when relevant to the test;
	Choose an item.	     
	     

	
	h)
	All of the applicable data required for equipment under test according to the standard;
	Choose an item.	     
	     

	
	i)
	A statement of the estimated uncertainty of measurement, when it is relevant to the validity or application of the test results, when a customer’s instructions so requires or when the uncertainty affects compliance to a specification limit; and
	Choose an item.	     
	     

	
	j)
	A statement that test report meets ASCA program specifications.
	Choose an item.	     
	     

	
	7.8.2
	The testing laboratory agrees not to report test results in a “simplified way” as mentioned in subclause 7.8.1.3. Instead, the applicant agrees to report to the customer all information listed in subclauses 7.8.2 through 7.8.7 to the extent applicable. (subclause 7.8.4 is for calibration certificates and is not applicable when testing to the requirements of IEC 60601.)
	Choose an item.	     
	     

	
	7.8.3
	The testing laboratory agrees to convey in writing to the customer all opinions and interpretations, including concerns about basic safety and essential performance such as:
	Choose an item.	     
	     

	
	a)
	Anomalous test results noted during any part of the testing that were not resolved to the testing laboratory’s satisfaction.
	Choose an item.	     
	     

	
	b)
	Concerns regarding any other aspect of conformity to the standard.
	Choose an item.	     
	     

	
	7.8.4
	The testing laboratory agrees to require that testing conducted by subcontractors will also comply with the above test report specifications, as applicable.
	Choose an item.	     
	     

	
	7.8.5
	The testing laboratory agrees that an ASCA Summary Test Report as specified in this guidance will be submitted to the client at the end of testing activities.
	Choose an item.	     
	     

	
	7.8.6
	The testing laboratory agrees to convey in writing to the customer all observations recorded during execution of a project test plan.

Note. An observation is a device behavior that is not directly related to the pass/fail assessment being made at that time. An observation is recorded to make the customer aware of a device behavior which, while it might be out-of-scope for the test plan being executed, could indicate a potential quality issue. It is the customer’s responsibility to assess this further. 
	Choose an item.	     
	     

	8
	Management system requirements

	
	
	Options
Regardless of the option selected (i.e., ISO/IEC 17025 Option A or Option B), the testing laboratory agrees to maintain an index of standard operating procedures (SOPs) and any relevant ASCA test-related documents (e.g., SOPs, test methods, work instructions, master protocols, test-specific protocols, data collection worksheets, training information) applicable to any of the standards included in the ASCA Pilot for basic safety and essential performance of medical devices and laboratory equipment program specifications in this Appendix.
	Choose an item.	     
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