2/17/2026
PROCEDURE: Quality Control & Quality Assessment (NPH)

I. Principle
A. Quality Control (QC) programs ensure that test results generated by the laboratory are accurate, reliable, and reproducible by assessing the quality of specimens and monitoring the performance of test procedures, reagents, and instruments while evaluating the performance of technologists performing the tests.
B. The laboratory’s quality control practices must meet or exceed the requirements specified in the manufacturer’s package insert. If there are no specifications from the manufacturer, an IQCP must be established.

II. NPH QC Procedures
A. Procedure manuals are located at the appropriate bench or in a particular area according to testing performed and on the “N” drive.
B. Documentation
1. All QC is performed by the same personnel who perform patient testing and the results are recorded on QC forms, in the patient chart, or on the instrument.
2. Failed QC: Under no circumstances are patient results reported out if QC failed.
3. Records of out-of-control results and corrective actions are reviewed at least monthly by a senior technologist.
C. Equipment function checks:
1. Daily Monitoring
a. Temperature recording of refrigerators/freezers and biosafety hood airflow are performed and documented daily.
b. Compliance is checked at least monthly by a senior technologist.
2. Slide Warmers
a. Digital readouts are checked against an NIST thermometer annually.
b. Recalibration is required if the deviation between the heating surface average and actual temperature exceeds 5°C.
3. Pipette Calibration
a. Pipettes are calibrated every 6 months by an external company.
b. Digital certifications for these calibrations are maintained on the M drive at: M:\Pipette Calibration Certificates.
D. Maintenance and Service:
1. Service Records
a. Preventative maintenance records are kept in the Service Reports Binder along with any QC associated with repair.
2. Microscopes
a. Routinely serviced every six months.

3. Biosafety Hoods
a. Hoods are chemically disinfected and decontaminated after each use.
b. Maintenance records are located by Office of the Safety Officer.
4. Centrifuges
a. Checked semi-annually.
b. All adjustments recorded in the Bio-Medical department.
5. Aeroscout System
a. Temperatures are monitored by the Aeroscout system, which alerts the laboratory for exceeded limits. 
b. Reagents must be relocated immediately to similar working equipment if limits are exceeded.
E. Area Decontamination
1. Working areas (benches and hoods) are decontaminated daily with approved disinfectant (ie. Sani-cloth wipes) or bleach.
2. Compliance is checked at least monthly by a senior technologist.
F. Reagents and Stains
1. All reagents, stains and test kits will be used within their indicated expiration dates.
2. Gram Stain Reagents:
a. NPH receives all Gram stain reagents from Rhode Island Hospital (RIH).
b. Reagents are tested with appropriate control organisms with each new batch, lot number, and shipment, and weekly thereafter.
c. Labeling: Containers are labeled with contents, quantity, concentration, storage requirements, date received, date placed in service, and expiration date.
d. Reagents are stored according to manufacturers’ recommendations.
e. Quality Testing Frequency:
i. Each new batch, lot number, and/or shipment must be tested.
ii. Weekly
3. Commercial Kits
a. Pre-Use Labeling and Storage:
i. Upon receipt, kits to be QC’d are placed in a designated area for kits requiring QC.
ii. An orange sticker stating “DO NOT USE THIS LOT NUMBER” must be applied with the received date marked on the boxes.
iii. Once QC is successfully completed and recorded in the QC binder, a GREEN sticker stating “THIS LOT IS READY FOR USE” is placed on the kits but not covering the initial received date.
b. Kits are stored according to manufacturers’ recommendations.
c. Quality Testing Frequency:
i. Each new batch, lot number, and/or shipment must be tested.
ii. Monthly
4. Molecular Assays:
a. QC for molecular assays is specifically addressed in each individual test procedure.
b. For multiplex tests, at least two analytes are individually verified for each new shipment and lot and the analytes verified are periodically rotated.
c. Results must be documented on the dedicated QC sheets within their respective QC binders.
d. Components of a kit may not be interchanged with those of another kit of a different lot number unless explicitly specified by the manufacturer.
e. Kits are stored according to manufacturers’ recommendations.
f. Quality Testing Frequency:
i. Each new batch, lot number, and/or shipment must be tested.
ii. Monthly
5. Environmental Quality Control:
a. Environmental testing is performed monthly on GeneXpert and eplex instruments to monitor potential nucleic acid contamination.
b. Refer to "Appendix AP25- Core Environmental Quality Control" for detailed instructions regarding sample preparation and testing.
G. Correlation of Commercial Kits and Instrumentation
1. Used to monitor and assure quality and consistent results across different methods used to attain the same result.
2. Results of the comparisons must be within acceptable limits.
3. Frequency: twice per year (semiannually).
4. Scope of Testing at NPH:
a.  This requirement specifically applies to molecular testing performed on the eplex and Cepheid (COVFR, and RP2).
5. Specimen Requirements:
a. Identical performance assessment samples (e.g., CAP ID3-A/ID3-B) and/or known previously tested patient samples are sufficient for correlation.

6. Correlation Methods:
a. GeneXpert COVFR with eplex RP2 assay
b. Influenza A/B, SARS-CoV-2, and RSV must be compared using previously analyzed patient specimens or CAP unknowns.
c. Results from samples run on different test kits or instruments are compared; results must be identical across all platforms.
H. Reporting and Corrective Action:
1. Record results on F136 – Kit Correlation – Molecular Assays.
2. Discrepant results must be repeated.
3. If results do not agree, the method must be discontinued until the issue is resolved and discussed with the Laboratory Manager and Medical Director.
I. Patient Testing/Resulting Restrictions:
1. If any QC testing result remains out of the accepted range, do not test patient specimens until the problem is resolved.
2. Do not report patient results until the QC is repeated and determined to be in control, or the test is repeated with an alternative test system or by a reference laboratory.
3. If erroneous patient results are reported due to QC failure, refer to the Corrected and Supplemental Reports Procedure. A SafetyNet report should be filed if patient care was compromised.
III. NH QA Procedures
A. Gram Stain Review
1. Gram stains initially read and interpreted at NPH are reviewed at RIH to confirm the quality of smear preparation and satisfactory gram staining technique. This includes, but is not limited to, ensuring the smear is of proper thickness, free of precipitation, has proper cell distribution, and exhibits appropriate staining reactions.
2. Weekly and Monthly Reviews
a. All manually entered results must be reviewed at least weekly for accuracy.
b. All Quality Control (QC) records, instrument maintenance records, and function checks must be reviewed, signed and dated at least monthly by the designated QC technologist.

IV. Monitoring & Statistics
A. Statistics for NPH are specifically limited to the following molecular assays:
1. Group A Strep (GASPC): Track positivity and invalid rates.
2. C. difficile (CDPCR): Track positivity and invalid rates.
3. COVFR (SARS-CoV-2/Flu A&B/RSV): Track total number of tests, invalid rates and positivity rates.
4. RP2 (Respiratory Pathogen Panel): Track total number of tests, invalid rates and the percentage of positive results.
B. Statistical information for these assays is aggregated and maintained on the M drive at: M:\STATISTICS Molecular.

V. Procedure Document Control
A. All policies and procedures in the Microbiology Lab are adopted and approved by the CLIA Lab Director.
B. All procedures are reviewed biennially by the Lab Director or Designee.
C. Any procedure that is found to need major revisions is:
1. Updated as needed by the Manager and Lead/Senior Technologist
2. Subsequently reviewed by the CLIA Lab Director.
D. Discontinued procedures are maintained for two years.
1. Both the retired date and the discard date must be clearly written on the procedure.
E. In the event of a change in directorship, the new Director will promptly review all procedures.

VI. References
A. Clinical Microbiology Procedures Handbook, 2nd Edition, Section 14.2, Quality Control.
B. Forbes, B.A., Sahm, D.F., and Weissfeld, A.S., Bailey and Scott’s Diagnostic Microbiology, 12th edition, Mosby Elsevier Co. , St. Louis,2007.  

VII. Revisions
A. 02/16/2026 – Combine Quality Assessment Procedure Info with Quality Control Procedure. Adjusted Title. Reformatted for consistency between affiliated laboratories.
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