NEW ASHI LABORATORY

Accreditation Application

Checklist of Requested Documents 

FIVE copies, each in an accordion file (included):

· Cover page

· Declaration of Intent

· Director/Technical Supervisor(s) Qualifications

· Director/Technical Supervisor(s) CV’s

· Director/Technical Supervisor(s) certification(s)

· Director/Technical Supervisor(s) current state license, if applicable

· Clinical Consultant(s) Qualifications

· Clinical Consultant(s) current state license, if applicable

· General Supervisor(s) Qualifications 

· General Supervisor(s) CV’s

· Personnel List

· Copy of state license for each of the technical personnel, if applicable

· Copy of the competency quality assurance summary for each of the technical personnel

· Continuing Education Summary Form for each member of the technical staff not currently ABHI certified

· Laboratory Activities

· Laboratory Test Data for HCFA

· Proficiency testing reports

· Proficiency Result Summary Form

· Proficiency testing corrective actions, if applicable

· Validation documentation for new procedures or tests

· Protocol and example of a case file

· Step by step procedure

· Performance requirements

· Validation summary data, analysis, and conclusions

· Limitations and shortcomings, how these will be handled, general troubleshooting

· Training guidelines and documentation of testing personnel competency

· Supplemental documentation of director/technical supervisor qualifications

· Copy of the laboratory procedure manual

· Reading/scoring sheets for all test systems

· List of all HLA antigens your lab can identify

· List of all HLA alleles for which your lab can test and can identify

· List of probes and primers in use for various tests

· Protocol for preventing pre-PCR contamination

· Serum screening protocol

· Panel phenotypes

· Copy of training documentation for all technical personnel

· Performance improvement programs initiated

· List of labs subcontracted and certificates

· Description of testing process and a complete case file for appropriate application(s):

· HSC/BM Transplantation: Related Donor

· HSC/BM Transplantation: Unrelated Donor

· Solid Organ Transplantation: Deceased Donor

· Solid Organ Transplantation: Live Donor

· Genetic Identification

· Typing for Non-Transplant Clinical Purposes

· Transfusion Support

· List of all reagents

· Description of quality control testing and monitoring for all reagents

· Floor plan and total square footage of lab

· List of all laboratory equipment

· Description of equipment function verification and preventative maintenance procedure

· List of records maintained

· Description of computer validation and back-up system

