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ASHI ACCREDITATION PROGRAM 
OPERATIONS MANUAL 

 
MISSION, PURPOSE AND GOALS 
The ASHI Accreditation Program is established by the ASHI Bylaws. The mission is to promote 
quality laboratory practice in Histocompatibility and Immunogenetics through the objective and 
consistent evaluation of compliance with ASHI Standards. 
 
The purpose of the Accreditation Program is to evaluate laboratory personnel, procedures and 
facilities to determine if they are in compliance with those published Standards of ASHI and with 
those Standards of organizations by which ASHI is deemed and which apply to the activities of 
that laboratory. Laboratories will be evaluated for the technologies utilized and, if applicable, the 
clinical services provided. 
 
The goals of the Accreditation Program are: 
 
I. To perform the evaluation process in an ethical, objective and timely fashion. 
 
2. To promote the educational aspects of the Accreditation process. 
 
3. To provide to various committees of the Society, data obtained in the Accreditation 

process, which are useful to maintaining the Society's awareness of standard and novel 
procedures and methodologies. 

 
I. LEVELS OF REVIEW 
 The inspection process involves three levels of review: 
 

  A. The Inspector  who reviews the application packet, inspects the laboratory, and 
 submits an inspection report to the Laboratory Director and to the Commissioner. 

 
 B. The Commissioner  who 
 
  1.   Acts as primary reviewer of the application packet for Regions assigned. 
  2. After review of the application packet, communicates any deficiencies. 
   concerns, or previous deficiencies to the Inspector.                   
  3. Reviews the Inspector’s report within one week of the inspection to approve  
   the cited deficiencies and sends a signed copy back to the laboratory. 
  4. Reviews and approves responses to deficiencies. 
  5. Communicates with Laboratory Director/Technical Supervisor or Supervisor 

when follow-up information or documentation is needed. 
  6. Prepares Summary Report to be sent to co-Chair for review and to be  
   presented at the Accreditation Review Board meeting. 

7. Reviews final letter/certificate from the co-Chair to the laboratory for  
      accuracy, completeness, and consistency. 

  8. Informs the Inspector of comments or complaints that were made during the  
   inspection process.  Advises the Inspector on the proper interpretation of  
   standards when a citation is overruled by the commissioner or the ARB. 
 
 C. The Accreditation co-Chair  who 
  1.    Acts as secondary reviewer of application packet. 
   2.    After review of the application packet, communicates any deficiencies,  

   concerns, or previous deficiencies to the commissioner. 
  3.    Consults with Commissioner to resolve problems. 
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  4.    Reviews Commissioner’s Summary Report 
 5.    Prepares letter summarizing inspection results for the Laboratory 
 6.    Reviews ASHI certificate for accuracy and completeness 

The entire Accreditation Review Board (ARB) meets after each inspection cycle.  The 
Commissioners present the Summary Reports to the entire Board and Accreditation for the 
laboratory is granted or denied following a vote by the Board.  This helps to ensure consistency 
in interpretation and application of the ASHI Standards. 
 
The ASHI Board of Directors also has oversight of the entire Accreditation process. 

 
 

ASHI Board of Directors 
 

Accreditation Review Board 
 

Program Director 
 

Accreditation Co-Chairs 
 

Commissioners 
 

Inspectors 
 
 
II. CONFLICT OF INTEREST POLICY                                          
 
 A. No Inspector or member of the ARB may solicit or accept business or job opportunities 
  from any laboratory for which he/she is currently providing ARB review services (i.e.  
  there may be no conflict of interest by any persons directly involved in the inspection  
  process). 
 
 B. If the Inspector is providing any other service to the applicant institution during the  
  inspection visit or at a time contiguous to the inspection visit, the Inspector may not  
  accept any fee, honorarium, or gratuity for such service. 
 

C. Any conflict of interest or potential conflict of interest should be reported to the  
      Program Director and/or Accreditation Manager and noted in the individual’s  
      profile. 

 
III. PERSONNEL 
 
The Accreditation Program will be administered through an Accreditation Manager, Program 
Director, three co-Chairs, 12 Commissioners and a pool of Inspectors. The Program Director, 
the immediate past Program Director, and three Co-Chairs constitute the ARB Executive Board.   
The immediate past Program Director serves as the liaison to the Director Training Review and 
Credentialing (DTRC) Committee, as the coordinator for the Inspector Training Program and is 
also a member of the accreditation program.  Additional members of the Accreditation Program 
include the Advisory Committee members and the Ombudsperson(s).   
 
The Accreditation Review Board (ARB) works closely with the Director Training Review and 
Credentialing (DTRC) Committee.   The DTRC committee Chair will provide a report for each 
ARB meeting with an update of approval of Directors for new Areas of Accreditation. 
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At the request of ASHI Board and/or the Program Director, the Accreditation Program will utilize 
the consultation of various individuals acting as liaisons to relevant Committees of the Society or 
to other societies. 
 
ARB and Appeals Board members must be members of ASHI and must be from ASHI 
accredited laboratories                                 
 A. ACCREDITATION PROGRAM DIRECTOR (PD) 

The Director of the Accreditation Program will be appointed by the members of the 
Accreditation Review Board (ARB) each year at the ASHI annual meeting. This 
individual is usually the person who has finished serving as the Senior co-Chair.  The 
appointment is contingent upon ASHI Board of Directors approval. 

 
 1. Appointment and Term 
 
      a.   Selected by the members of the review board 
 

 b. Appointment contingent upon ASHI Board approval 
 

c. Term is for one (1) year beginning at the end of the ARB Business Meeting at 
the annual ASHI Meeting but, if necessary, may be extended upon approval 
by both the ARB and ASHI Boards 

  
 
 2. Qualifications 
 

   a. Has provided outstanding service as a co-Chair 
 
   b. Able and willing to commit the time necessary to fulfill responsibilities and   
    to represent ASHI in a positive light 
 
   c.   An ASHI member 
 
   d. Is employed in an ASHI accredited laboratory 
 
 

 3. Responsibilities 
 

  a. Oversees the program’s operations and the lab evaluation process to ensure 
   timelines are met 
 
  b. Prepares ARB program reports and presents to ASHI Board, the ASHI    
   membership, deeming agencies, contract organizations and others 
 
  c. All reports to the ASHI Board of Directors should include:            

 
1. The number of reviews performed since the last report, categorized 

by on-site, renewal, or ad hoc 
   2. Any appeals in progress 
   3. Any complaints received and actions taken 
   4. Any meetings, teleconferences with other organizations 
   5. Any policy changes 
   6. Any workshops, articles, website hits, etc. 
   7. Any items on list of materials requiring ASHI Board review 
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d. Presents the Accreditation Update at the ASHI Annual meeting at which he/she 
becomes the new Program Director.  

 
e. Presents the Annual Report (presented at Annual ASHI Business Meeting at 
which he/she becomes the new Program Director.) The report should include:  

      
i. Summary of fulfillment of obligations to other organizations (e.g., 

CMS validation surveys, data submission, renewal applications, 
reports, etc.) 

ii. Changes in the ARB members 
iii. CMS Validation Survey outcomes 
iv. Summary of accredited laboratories, by Areas of Accreditation 
v. Budget 

 
  f. Organizes and chairs meetings; ensures follow-up on outstanding issues and    
   projects. 

 
  g. Ensures maintenance and revisions of the Operations Manual and all forms. 

 
 h. Mentors, provides guidance to, and consults with co-Chairs. 
 
 i. Communicates information to Program members. 
 
 j. Appoints interim Commissioners when necessary. 
 
 k.  Reviews and signs certificates. 
 
 l. Works with the Inspector Training Coordinator to plan   
  Inspector Training Workshops and Online Training Modules. 
 

m. Presides over the Inspector’s Reception at the  
      ASHI Annual meeting. 

 
 n. Gets approval for the next Program Director, new Co-Chair, and new 

Commissioners at the mid-term meeting of the ASHI Board. 
 
  o. Serves as the ASHI liaison to CMS, attending CMS Partners meetings and other 

relevant CMS sponsored activities as applicable.   Responsible for reviewing 
Federal Regulations (Federal Register) for changes, at least quarterly.                                                                                      

 
 p.  Provides an Accreditation Update for the ASHI Quarterly 

 
  
B. CO- CHAIR(S) 
 
There are three co-Chairs.  The co-Chairs serve a three-year term, advancing each year from 
Junior co-Chair to Middle co-Chair, to Senior co-Chair.  At the end of the three-year term, the 
Senior co-Chair is expected to serve as the new Program Director. 
 
  1. Appointment and Term 
 

  a.  Selected by the Accreditation Review Board 
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  b. Term will begin at the end of the annual ARB business meeting at the annual 

ASHI meeting 
 

 
  2. Qualifications  
 

  a. Is employed in an ASHI accredited laboratory 
 
  b. Has a minimum of two (2) years outstanding service as Commissioner 
 
  c. Is CHS, CHS-qualified, qualified Director, or has comparable expertise 
 

        d.    Has no known or relevant conflict of interest or conflict of commitment.  
 
   
  e. Is an ASHI member 

 
 3. Responsibilities 
 

  Each co-Chair oversees 4 Regions and works with the 4 Commissioners     
  appointed to those regions. 

 
 a. Acts as the secondary reviewer of application packet 
 
 b. Consults with the Commissioner to resolve problems 
 
 c. Reviews the Commissioner’s Summary Report 
 
 d. Finalizes the letter summarizing inspection results to the Laboratory 
 
 e. Reviews ASHI certificate for accuracy and completeness 
 
 f. Along with Program Director, Accreditation Manager, and other co-Chairs, is  
  responsible  for selecting appropriate Inspectors for laboratories being   
  inspected each cycle 

  
g. Maintains, in electronic or hard-copy form, a minimum of the following 

documentation for each lab for the previous two years, including a minimum of 
the last interim and on-site applications: 

 
1. Summary Reports, Accreditation Letters and Certificates 
2. Deficiency Reports 
3. Relevant correspondence concerning individual laboratories with 

Commissioners (paper and/or electronic) 
4. Validation Checklists  
 

 h. Co-Chairs should retain copies of critical correspondence, (paper and/or 
electronic) such as correspondence relating to a laboratory’s requirement for 
Enhanced Proficiency Testing, contingencies, limitations or suspension, 
indefinitely, for transfer to the next Commissioner or co-Chair. 
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 i.    At the end of the two-year retention period, shreds or destroys other non-
critical materials that identify particular laboratories in a manner compliant with 
HIPPA.  

 
        4. Senior co-Chair 
 

 a. Serves as back-up to the Program Director (PD). 
 
 b. Will advance to the position of Program Director, if approved by the ARB and 

ASHI Board.   
   
 c. Is responsible for reviewing contracts for Deemed Status Agencies and for    
  initiating re-applications when they are due. 
 
  
 
 d. Serves as liaison to the ASHI QAS Committee and presents summary reports of 
the committee’s activity at each ARB meeting 
 
 e. Ensures that interpretation guidelines are meeting the spirit of the Standards. 
 
 f. Reviews and updates the Interpretation Guidelines as needed.  
 
 g. Prepares document for CMS that summarizes changes to ASHI Standards    
  and/or Interpretative Guidelines 
 
 h.  Attends the CMS Partners Meeting to ensure continuity of communications with 

CMS. 
 

 i. Trains new Commissioners at ASHI Annual meeting at which he/she becomes 
the senior co-chair. 

 
           5.    Middle co-Chair 
 

 a. Serves as liaison to the ASHI PT Committee, attends PT meetings  
and presents summary reports of the committee’s activity at each ARB meeting 
 

 
 b. Reviews Packet instructions and application packet content.  Suggests 

corrections and updates to full ARB for approval. 
 

 
 6. Junior co-Chair 
 

 a. Reviews the ARB Policies and recommends updates to full ARB for approval.  
  
 b. Composes the rough draft for new policies that result from decisions made at  
  ARB meetings.  New policies will be presented to the full Board for approval.  
 
 c. Incorporates new Policies into the Operations Manual prior to the annual  
  meeting. 
 

d.  Reviews and updates the Operations Manual and presents changes to the full 
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       Board for approval at the annual meeting. 
 
 e. Prepares document for CMS that summarizes new Policies and changes made 
  to ARB Operations (OPs) Manual. 

 
  
C. COMMISSIONER 
 
  1.  Appointment and Term 
 

  a. Is appointed by the Accreditation Review Board. 
 
  b. Serves a minimum two (2) year term with option to stay on for an additional 2    
   year term.  
 

  2. Qualifications 
 

  a. Is employed in an ASHI accredited laboratory 
 
  b. Is CHS, CHS-qualified, qualified Director, or has comparable expertise 
 
  c. Performed at least one inspection for the ASHI Accreditation Program 
 
  d. Has the time commitment to process inspection packets according to guidelines 
 
  e. Shows diplomacy, patience and organizational skills 
 
  f. Displays clear understanding of ASHI Standards 
 

   g.   Has the ability to make decisions and to work with laboratories to solve  
      problems 

 
  h. Is an ASHI member 

 
 
  3. Responsibilities 
 

  a.   Reads and reviews the Operations Manual of the Accreditation Program     
   annually. 
 
  b. Reviews all applications submitted by laboratories within thirty (30) days of    
   receipt of packet. 
 
  c. Determines laboratory compliance during the intervening, non-inspection year. 
 

d. Completes the Commissioner’s Summary Report s during the non-inspection 
year. 

 
  e. Contacts Inspector(s) prior to inspection to discuss any concerns after the    
   Commissioner’s review of the inspection packet. 
 

f. Sends Inspector a list of previous deficiencies cited at the last on-site  
      inspection.                                                                                           
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  g. Monitors the inspection process. 
 
  h. Reviews and signs Inspector’s Summary Report and faxes back to the 

laboratory Director within one week. If there are laboratory complaints or 
apparent inappropriate deficiencies, discusses and resolves these with the 
Inspector and Co-Chair unless the Co-Chair considers that full ARB discussion is 
warranted.  

 
    i.  Prepares a Commissioner’s Summary Report listing the findings from the 

inspection, responses of the laboratory and recommendations for Accreditation. 
 
  j. Reviews laboratory report with the co-Chair prior to the ARB meeting to resolve    
   remaining issues. 
 
  k. Presents review of laboratories at ARB business meetings.  The primary review    
   shall include:                                                                          
 

1. A brief history of the lab 
2. Years of experience of key personnel  
3. Number of techs and ABHI-certified personnel 
4. Compliance with continuing education requirements 
5. Workload volumes 
6. Current deficiencies 
7. Repeat deficiencies 
8. Response to deficiencies 
9. Recommendation for action 

 
  l. Participates in four (4) meetings annually. 
 

m. The Commissioner should maintain, in electronic or hard-copy form, a minimum 
of the following documentation for each lab for the previous two years, including a 
minimum of the last interim and on-site applications: 

 
1. Accreditation Applications (parts not online), Summary Reports, 

Accreditation Letters and Certificates 
2. Deficiency Reports and Responses to Deficiencies 
3. Relevant correspondence with laboratories and Inspectors (paper and/or 

electronic) 
4. New Test Validation Checklists.  

 
Commissioners should retain copies of critical correspondence, (paper and/or 
electronic) such as correspondence relating to a laboratory’s requirement for 
Enhanced Proficiency Testing, contingencies, limitations or suspension, 
indefinitely, for transfer to the next Commissioner.  

. 
n.  Commissioners should send any out of cycle new test validation materials to the 

Accreditation office. 
  
  o. At the end of the two-year retention period, shreds or destroys non-critical  
  materials that identify particular laboratories in a manner compliant with HIPPA.  
 
 p. Reviews final letter/certificate from the co-Chair to the laboratory for accuracy,  
  completeness, and consistency. 
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 q. Informs the Inspector about any cases in which deficiencies cited have been 

over-ruled or deficiencies added after review of the laboratory by the ARB 
 

 
r. New Commissioner Transition Timeline: 
 
The ARB welcomes new commissioners each year at the ARB business meeting 
during ASHI’s annual meeting. The table below was developed in order to assist the 
incoming and outgoing ARB members with the transition of files and other 
information 
 

DATE ACTION 
April - May New Commissioners are selected by the ARB Co-Chairs, PD and past-PD and their 

willingness to serve is confirmed by correspondence from the PD  
June Approval of new commissioners by the ASHI ARB and then the ASHI Board of Directors 
June New commissioner sent welcome email along with schedule for the ASHI Annual Meeting 

by the Accreditation Manager 
July Accreditation Manager to send new commissioners the following: 

• Letter of Appointment 
• ARB Operations Manual 
• Spreadsheet of labs in respective regions 
• Cycle timelines 

1August Outgoing Commissioners contact the new commissioners  to initiate communications 
August ARB meeting (review of cycle 1 labs) – only current Commissioners attend 
September Accreditation Manager to send both old and new commissioners & incoming co-chair 

copies of cycle 2 packets 
15 October Interim reports completed by old Commissioners; On-site reports in progress. 

Cycle 2 Inspections completed – outgoing commissioners to share inspection summaries, 
deficiency reports, etc. with new commissioners 

October ASHI Annual Meeting (both outgoing and incoming Commissioners attend) 
File transfers begin after Annual Meeting 

October 15 Both old and new Commissioners participate in Conference Call to approve Interim labs 
1 
November 

File transfers complete 

15 
November 

New packets (cycle 3) sent to New Commissioners. 

December New Commissioners attend their first regular ARB meeting and present summaries for 
the cycle 2 labs in their regions. 

20 
December 

Letters & certificates for cycle 2 labs reviewed by new Commissioners and sent 

 
 

 
 D. INSPECTOR 
 
 1. Appointment and Term 

 
   a. Approved by the Accreditation Review Board after successfully completing 

one or two    
   training inspections. 
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  b. No set appointment time.  
  c. Active in the computer database for specific areas of expertise. 

 
2. Qualifications 

 
 a. Employed by an ASHI accredited laboratory. 
 b. Willing to perform on-site inspections in a timely, professional and 

confidential manner as a voluntary service to ASHI with reimbursement of 
usual and customary expenses. 

 c. One (1) full day training workshop must be attended prior to becoming a  
  “trainee”. 

d. To maintain active status, the Inspector must attend either an update session 
(half day workshop) every other year or complete an Accreditation self-study 
program (on-line).  The on-line continuing education requires: 

• ARB Update module every year 
• three additional modules during a two year period. 

  e. Performed at least one  on-site inspection as a trainee. 
     f.     Performs one inspection within one year of transitioning from a trainee to an 

  Inspector. To maintain current Inspector status, must perform at least one    
   inspection every two years. 
  g. Meets or exceeds the criteria of General Supervisor as    
   defined in the ASHI Standards.  (See also, the Statements of Competence  
   for Histocompatibility Personnel). 
  h. Has a minimum of two (2) of the following criteria:   

� Is CHS or meets qualifications for an HLA Supervisor;  
� Is an ABHI Diplomat or meets qualifications as an HLA Director or 

Technical Supervisor 
� Has documented technical competency.  It is recommended that 

an Inspector be proficient in at least two of the specific approved 
technologies listed below:     
• Serology,  
• Molecular,  (SSP and SSO) 
• Sequencing/Fragment analysis,  
• Flow cytometry,  
• Solid phase (i.e. ELISA, Microarray beads, etc) 
• Cellular. 

 
  l. Inspector continuing training requirements will be met by active service on the 
   Accreditation Review Board and will be equivalent to the requirement of one    
   Inspector Training Workshop (1/2 day) and one inspection every other year. 

 
 3. Responsibilities 
 

  a. Performs inspections according to the guidelines in this manual. 
  b. Electronically submits copy of the Inspector’s Summary Form and the 

Checklist to the Accreditation Manager within 2 business days (or by fax if 
there is a problem with the electronic checklist) 

  c. Notifies the Commissioner whenever there may be a conflict of interest. 
  d. Signs a Conflict of Interest and Statement of Confidentiality annually.   
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E. THE ARB ACCREDITATION MANAGER  
  

Categories of Responsibility  
 
 1. Applications 
 

 a. Issues, upon request, the appropriate materials to new applicants as follows: 
 1.   Application Packet; 
 2.   Standards and Guidance  
  
b. Issues to ASHI accredited labs, at least 240 days prior to expiration of 
 Accreditation, electronically, the appropriate renewal materials as follows: 
 1.   Application Packet (if an inspection year); 
 2.   Standards and Guidance 
c. Forwards to Commissioners, co-Chairs and Program Director a report 

informing them of the name and ASHI number of applicants receiving 
Accreditation renewal packets and a report on any laboratories delinquent 
in returning the laboratories Accreditation packet. 

 d. Forwards to ASHI Board updates and quarterly reports on Accreditation. 
 e. Forwards packets and all documentation to Commissioners, co-Chairs and  
  Inspectors 

e. Maintains, for each laboratory, a file containing the information on when each 
 laboratory has received their Accreditation materials. 

 g. Maintains, for each laboratory evaluated, a file containing all evaluation  
  materials, including correspondence, documentation, application forms, etc. 
 h. Provides clerical and secretarial support and supplies to the Accreditation  
  Chair(s) and Commissioners as deemed appropriate by ASHI. 
 i. Assists the Accreditation Program Director in arranging board meetings. 

j.  Provides reports required by agreements with Organizations for which ASHI 
has deemed status such as inspector evaluation forms as required by UNOS and 
numbers of laboratories performing testing in each specialty or sub-specialty as 
required by CMS. 

 
 2. Application Processing 

 
 a. Receives applications & interim reports each cycle: 

• Accreditation Office copy 
• Commissioner copy 
• co-Chair Copy 
• Inspector(s) Copy(ies) 

        b.   Provides quantitative review of applications (bounce-backs). 
 

 3. Evaluation Tracking 
 

 a. Tracks which lab applications are due. 
 b. Sends applications/interim reports out. 
 c. Tracks each lab through the evaluation process. 
 d. Ensures that labs are inspected within established timeline. 
 e. Monitors Commissioner’s review of inspection reports and responses. 
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               4. Database Maintenance 

 
 a. Maintains databases for: 

• Accredited labs 
• Trained Inspectors 
•  Potential Inspectors 
•  Approved Directors 
•  Invoicing and Directory Information 
•  Inspector Training Workshops 
• Inspector On-Line Training 
• Actual Inspector Assignments 

 
 b. Designs queries and reports for databases. 

•  Dates for applications/interim reports 
•  Steps in the evaluation process as accomplished for each lab 
•  Inspectors qualified to inspect in specific categories 
•  Labs accredited in specific categories 

 
 5. Program Management 

 
 a. Provides day-to-day management of the Program.  
 b. Policies and Procedures 

•  Keep permanent file for ARB policies and procedures 
•  Be knowledgeable about precedents for policies 

 c. Financial Information 
•  Budget Development and Monitoring 
•  Travel Approval and Reimbursement 

 d. Assists Program Director with reports and communications 
• ASHI Quarterly Reports 
• ASHI Board Reports 

 e. Document Development and Review 
• All Accreditation applications and forms 
• Operations Manual 
• Inspector Training Materials 

 f. Retention of Deemed Status documentation with Regulatory Agencies 
 g. Updates the CMS CLIA database with current laboratory information 
 h.  Runs PT monitoring reports regularly from the CMS Database 
  

 6. Communication Conduit 
 a. ARB Program Director and co-Chairs 
 b. Commissioners 
 c. ASHI Board 
 d.  Committees of the ARB 
 e.  Inspectors 
 f.  Accredited Laboratories 
 g.   Labs seeking initial Accreditation 
 h.  Executive Director 
 i.  Regulatory Agencies – it is the responsibility of the Accreditation Manger and 

if necessary the ASHI Executive Director to interface with organizations 
contracted with ASHI for various services 

•  CMS 
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•  The Joint Commission 
•  UNOS 
•  NMDP 
•  AFDT (formerly SEOPF) 

 j. Other Accrediting Agencies 
k.    The ASHI Director Training Review and Credentialing Committee 
 

 7. Inspections 
 

 a. Works with ARB Executive Board and Inspector Training Coordinator in 
choosing Inspectors. 

 b. Facilitates communications between Inspector and lab. 
 c. Forwards inspection materials to Inspector(s). 
  
 d. Forwards copies of the Inspector’s Summary Report and evaluations to the  
  Commissioner and Co-Chair electronically. 

e.     Forwards copies of the Inspector, Trainee and Trainer Evaluations to the 
Inspector Training Coordinator and Commissioner; sends reminder notices if not 
received within 2 weeks of the inspection. 
 

 8. Meetings and Workshops 
 

 a. Primary Staff to the ARB, Co-Chairs and Program Director. 
 b. Plans and attends meetings and workshops scheduled for the ARB, 

Inspector Training and the Director Training Review and Credentialing 
Committee. 

 c. Responsible for registrations for all Inspector training workshops. 
 d. Attends regulatory agency meetings and workshops as appropriate. 
 e. Responsible for minutes of all ARB and Co-Chair meetings and conference 

calls. 
 f. Coordinates the Inspector Reception at the ASHI Annual Meeting. 

 
 9. Record Retention                                           
 

 a. Maintains Accreditation records according to records retention policies  
  (5 years). 
 b. Maintains all laboratory Accreditation packets, inspection checklists, and  
  correspondence, Director training documentation, Validation packets. 
 c. Files for the previous two years will be maintained on-site with the   
  Accreditation Manager.  They can then be stored off-site for the   
  remainder of the 5 years. 

d.  Saves all correspondence with labs, accrediting agencies, regulatory   
agencies, Directors seeking DTRC approval and Inspectors for a minimum 

       of five years. 
e.    The Accreditation Office must receive and maintain a copy of all lab 
Accreditation, new test validation and Director portfolio documentation for a 
minimum of 5 years.  Files for a minimum of two years will be maintained on-site 
with the Accreditation Manager.  
 
 

 10. Certificate Production and Distribution 
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 a. Produces and distributes, upon approval, letters and certificates of   
  Accreditation to labs. 
 b. Forwards copies of the certificates to other accrediting agencies as needed  
  and appropriate. 

 
      11. Invoices and Reimbursements 
 

 a. Invoices and processes all payments received for laboratory evaluation  
  according to the policies of ASHI. 
 b. Maintains accurate records of all requests for reimbursement, all invoices  
  issued, all payment received and all expenses paid which are related to the  
  Accreditation Review Board. 
 c. Issues appropriate notification to the applicant, Accreditation Program  
  Director, co-Chair, and Commissioner whenever payment has not been  
  received in a timely manner. 
 

 12. Maintenance of Manuals, Forms, and Web Site                
 

 a. Copies of all manuals and forms must be available for distribution. 
b. These should be maintained in a central location and be readily accessible 
        to the Accreditation Manager. 
c. The Accreditation Manager will provide the most recent versions of manuals 
 and forms to relevant individuals, including all ARB members, Advisory  
 Committee Members, and Ombudspersons. 
d.    The Accreditation Manager will ensure that the ARB Website includes the 
most current contact information for ARB Program members and the most recent 
versions of the ARB Operations Manual, ASHI Standards and Guidance, and 
ARB Policies 

 
F. ADVISORY COMMITTEE                                                     
 
  The Accreditation Advisory Committee will be composed of the last three ARB Program    
  Directors. The Committee may have additional members to meet special needs.   
  

• The senior-most member shall serve as the Chair. 
•  The Advisory Committee shall serve as the Appeals Board 

 
  If the departing Program Director cannot fulfill the role of service on the Advisory Board,    
  the most senior Commissioner rotating off the ARB may be asked to assume those    
  duties. 
 
  1. Appointment and Term 
 

  a. Is appointed by the Review Board 
  b. Serves a three (3) year term 

 
  2. Qualifications 
 

  a. Is usually a Past Program Director, but may be a Commissioner or co-Chair    
   who has rotated off the ARB. 
  b. Is an ASHI member 
  c.   Is employed in an ASHI Accredited Laboratory 
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  3. Responsibilities 
  

 a. Provides additional support to reduce the workload of the members of the    
  Accreditation Review Board. 
 b. Acts as the Appeal Board when necessary.  Any member with potential    
  conflicts of interest must excuse themselves from the appeals process. 
 c. Notification of Possible Insurance Claim - The ASHI Executive Director is    
  responsible for notifying the insurance company when there is a threat of an    
  action against the society.                                              

 
            4. Attendance at ARB meetings 
 

 a. Members of the Advisory Committee may be invited to ARB business   
  meetings, excluding participation in the actual laboratory reviews. 

b. Advisory Board members may attend the ARB business meeting, but 
attendance is not required.  Travel expenses will be covered by ASHI 
only when attendance is required. 

 c. Advisory Board Members will receive current ARB manuals, minutes, and  
  other information relevant to staying knowledgeable about the Program. 

 
G. OMBUDSPERSON 
 
 1.  Appointment and Term 

 
  a. Is appointed by the Accreditation Review Board. 
  b. Serves 1 two-year term. 
 

 2.  Qualifications 
 

  a. Is a past Commissioner, co-Chair, or Program Director who has been off the    
   Board for at least one year. 
  b. Is an ASHI member 

c.   Is employed in an ASHI Accredited Laboratory 
 
 3. Responsibilities                                                                    

 a. Serves as diplomat for the Accreditation Program and is to be receptive to all 
        suggestions, complaints, inquiries, etc. 
 b. Investigates complaints about general practices to determine if they involve  
  an incident or a perception. 
 c. Investigates complaints about specific incidents to determine as accurate an  
  account as possible. 
 d. Communicates suggestions to the Program Director. 
 e. Reports complaints and findings to the PD or, if the complaint involves the  
  PD, reports to the Senior co-Chair who will issue a written response   
  summarizing the action taken. If anonymity is desired, the PD’s report may be 
  sent to the Ombudsperson for follow-up with the plaintiff. 
 f. Provides the PD with a brief summary of activities for inclusion in the annual  
  report to ASHI Board of Directors. 
 g. May attend ARB business meeting, but attendance is not required; travel  
  expenses to be covered by ASHI only when attendance is required  (A-03-99). 
 h. Receives and reviews current ARB manuals, minutes, and other information  
  (excluding any confidential information) relevant to staying knowledgeable  
  about the Program. 
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 i. Signs a Conflict of Interest and Statement of Confidentiality. 
 
  
   
H. INSPECTOR TRAINING COORDINATOR 
 
  1.  Appointment and Term 

 a. Is usually the immediate past Program Director of the Accreditation Review 
Board 

  b. Serves a one year term  
   

 2. Qualifications 
    a. Has previously served as a Commissioner for the ARB. 
   b. Provided outstanding service as an ASHI Inspector. 
   
 3. Responsibilities 
 

  a. Plans and organizes Inspector Training workshops; plans and organizes new 
on-line Inspector Training modules and the update of previous modules, as 
needed. 

  b. Works with ARB Manager and ASHI staff as needed in planning workshop. 
  c. Attends all ARB meetings and the annual ARB business meeting to keep    
   abreast of  the most common deficiencies being cited and to be aware of    
   problems the Inspectors may be having in interpreting the Standards or    
   guidelines. 
  d. Reviews Inspector Evaluation Forms and New Inspector Trainee Forms.  
  e. Recommends approval of new Inspectors. 
  f. Determines if second inspection as trainee is needed. 
  g. Provides a report for each meeting of the Accreditation Review Board. 

h.  Sends letters to Inspectors following each ARB meeting thanking the 
inspectors for their services and highlighted positive feedback comments as 
applicable. 
i.   Assists the Accreditation Manager in maintaining a continuing record of 
Inspector evaluations that can be passed on to the next Inspector Training 
Coordinator for use in future Inspector selections 

 

    I. AD HOC MEMBERS 
  

  1.     Ad hoc members may be appointed to the Board, at the discretion of the    
          Accreditation Program Director;  
  2.     May serve as liaisons to other Committees and the ASHI Board;  
  3.     May undertake special projects;  

4. May perform other functions as deemed necessary by the Program Director. 
5. The terms of such appointments would be determined by the Accreditation  

      Program Director. 
 
IV. INSPECTOR TRAINING  
 
 A. Inspector Training Workshops                                              

 In order to increase the number of individuals qualified to inspect laboratories, training    
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programs will take place as needed during the ASHI Annual Meeting, and at other 
venues deemed appropriate by the Accreditation Review Board. The Inspector Training 
Coordinator organizes these meetings, under the guidance of the Program Director.   

 
The number of Inspector Training Workshops that will be conducted each year will be 
determined by the ARB and approved by the ASHI Board, based on the perceived need.  
The full day workshops will be geared toward training new Inspectors during the first half 
of the workshop.  The second half will be an ARB update of policies and guidelines and 
is intended for all Inspectors (new and existing).  Half-day workshops will be offered for 
existing Inspectors that will focus on updating and reviewing interpretative guidelines.    

 
Current Inspectors may alternatively obtain the continuing education required to remain 
active by completing on-line Inspector training modules through ASHI University.  The 
ARB update is required each year.  In a two-year period, the Inspector must complete 3 
additional modules of their choice. 

 
 B. Inspector Trainee Program                                   
 

 1. In order to maintain an adequate resource of qualified Inspectors, the Inspector is    
  required to participate in the Inspector trainee program. In this program, potential    
  Inspectors accompany the Inspector as a Trainee, have the opportunity to observe   
  the inspection process and become familiar with the responsibilities of the     
  Inspector. 
 
 2. Trainee candidates include Laboratory Directors, Technical Supervisors, 

supervisors, technologists, and scientists with sufficient experience and knowledge 
to evaluate laboratories.  

 
 3. Trainees may be from the Inspector's laboratory or from a laboratory in either the    

Inspector's Inspected Laboratory’s geographical area but may not be employed at 
the same institution as the Inspected Laboratory.   

 
 4. Participation of the trainee may occur only when no significant transportation or    
  lodging expense will be incurred. Exceptions to this rule may occur at the     
  discretion of the ARB Executive Committee. 

 
5.  The trainee should be instructed to be familiar with the Society's current Standards 

  and the inspection forms to be used. 
 
 6. At the Inspector's discretion, the trainee may assist in reviewing documents and    
  records. However, the Inspector will be solely responsible for the quality of the    
  laboratory evaluation process. The Inspector should explain the inspection process 
  to the trainee, including the interpretation of information used in the evaluation    
  process,  the preparation of the Inspector’s Summary Report, and the     
  recommendation of the Inspector regarding Accreditation. 
 
 7. The Inspector must submit a Trainee Evaluation Form to the Inspector Training    
  Coordinator to assess the level of confidence in the trainee to do independent    
  inspections. 
 
 8. The trainee must submit a Trainee Self-Evaluation Form to the Inspector Training    
  Coordinator, to assess the level of confidence the trainee has after having been on 
  an inspection. 
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 9. The Inspector Training Coordinator will assess the Inspector candidate and    
  recommend to the ARB whether or not another “Trainee” inspection is needed. 
 
 10. If found suitable, the Inspector Training Coordinator will recommend to the ARB    

that a letter of approval be sent to new Inspectors. After a full ARB vote of 
approval, the Accreditation Manager will enter the new Inspector information into 
the Inspector Database and send the approved Trainee a “Certificate” .  The 
Inspector Training Coordinator will send the approved Trainee a letter of 
congratulations. 

 
11. If not found suitable, the Inspector Training Coordinator will recommend to the  

ARB that a letter be sent to the trainee, notifying him/her of such. 
 

 
 
C. Confidentiality of Applicant’s Records 
 

All records, reports and correspondence concerning an applicant laboratory shall be kept 
in strict confidence except as required by Federal or State Law, or by specific agreement 
according to the signed Declaration of Intent to release information to other professional 
associations such as the Centers of Medicare and Medicaid Services (CMS), United 
Network for Organ Sharing (UNOS), the National Marrow Donor Program (NMDP) or the 
American Foundation for Donation and Transplantation (AFDT) – (formerly SEOPF). 

 
  Upon inquiry, ASHI may release information about the Accreditation status of a     
  laboratory but that information will be limited to the following: 
 

 1. Whether or not a lab is accredited; 
 2. The areas of Accreditation; 
 3. The date of Accreditation; 
 4. The name of the Laboratory Director under which the laboratory was accredited; 
 5. Proficiency Test (PT) results for regulated analytes.  The information on the 

Proficiency Testing Summary Form for regulated analytes will be provided to the 
requestor, with an explanation of what those results mean as appropriate to the 
needs of the requestor. 

 6. All such inquiries must be handled by the ASHI Accreditation Office and by the 
Accreditation Program Director. 

 
 
V. ABSENCES OF ACCREDITATION REVIEW BOARD MEMBERS  

 
 Vacations, illnesses, meeting attendance, and other leaves of absence may result in 
 prolonged delays in processing Accreditation applications.  
 

A. When an absence of two months or less is planned, the Board Member should make 
arrangements that will prevent or minimize such delays. Such arrangements may include 
having materials forwarded to one of the other members holding the same position who 
can assume responsibility during the absence. 

 
B. When arrangements cannot be made in advance or an absence of longer than two 

months is to occur, the Accreditation Program Director should be contacted at the 
earliest possible time. Every effort should be made to provide a mechanism by which the 
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Board Member can serve out his/her term. Such arrangements may include designating 
other members to assume temporary responsibility for those laboratories or appointing 
an interim individual. The Ombudspersons and Advisory Committee Members are 
qualified to assume such temporary positions on the Board.  

 
C. If the efficiency and efficacy of the program is seriously compromised, the Accreditation 

Program Director may, at his/her discretion, appoint another individual to serve the 
remainder of the term. 

 
D. Co-chair and Commissioner approval is necessary for interim laboratories to be included 

on the pre-ARB Meeting conference call pass-through list.  Co-chairs must be present on 
the conference call or have provided prior approval for laboratories to be included on a 
“pass-through” list. Commissioners may give prior approval of laboratories to the 
appropriate Co-Chair.  

 
 

VI. DEEMING ORGANIZATIONS    
 
A. General 
 
The American Society for Histocompatibility and Immunogenetics (ASHI) has been deemed by 
the United Network of Organ Sharing (UNOS) and the Centers for Medicare and Medicaid 
Services (CMS). Two additional organizations involved in hematopoietic stem cell transplantation 
require ASHI or the European Federation for Immunogenetics (EFI) Accreditation for those 
laboratories performing Histocompatibility and Immunogenetics for recipient-donor matching.  
These are:  
 

• 1. the National Marrow Donor Program (NMDP), and  
• 2. the Foundation for the Accreditation of Cellular Therapy (FACT). 

 
 
B. ARB-CMS Interactions 
 

Since the ASHI ARB has deemed status as a CMS Accrediting Organization (AO) to 
ensure that ASHI Accredited laboratories testing samples from U.S. patients are in 
compliance with all relevant CLIA regulations, mechanisms to ensure continuity and up-
to date communication with the appropriate CMS staff members are essential. Such 
continuity and currency can only be ensured if the individuals who are currently 
responsible for all ARB activities are primarily involved in the communication process. 

 
1.  To ensure continuity and currency for communication with the appropriate CMS staff 
members, the key members of the ARB who need to be involved in the communication process 
are: 
 

• The Current ARB Program Director 
• The Senior ARB Co-Chair (who will become the next ARB Program Director) 
• The ARB Accreditation Manager (permanent position) 

 
2.   CMS sponsors a “Partners meeting” at least annually to ensure that all AOs are kept 
informed about changes in CMS Interpretative Guidelines for CMS regulations (Guidelines 
change frequently but the regulations change only very infrequently).  To ensure continuity in 
communication with the ASHI ARB, the following ARB key members will attend these meetings 
as follows: 
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• The Current ARB Program Director, Senior ARB Co-Chair, and Accreditation Manager (if 

applicable) will attend the CMS Partners Meeting  
 
3.  CMS sponsors a Surveyors Training Course approximately once every 2 years to ensure that 
all CMS State Surveyors are kept informed about changes in CMS Interpretative Guidelines for 
CMS regulations.  AOs are invited to send 1 or 2 (as space permits) individuals to attend this 
course.  Expenses, with hotel costs at CMS government rates, are included in the ASHI ARB 
budget) 
 

• If the current ARB Program Director has not yet attended this Training course, that 
person would have the first priority to attend the Training course 

• Any Senior, Middle or Junior Co-chair who has not yet attended this Training Course 
would have the next priority, in that order, to attend the training course.   

• If all current Co-chairs have already attended this Training course, the next priority would 
go to an individual selected by the current Program Director and Co-chairs as a nominee 
for the next vacant co-chair position. 

 
4.  The CMS liaison to the ASHI ARB will be invited to attend at least one meeting of the ARB 
each year; the CMS liaison’s attendance at the ASHI Inspector training session during the 
annual meeting will also be considered on an ad hoc basis, as needed to ensure effective 
communications.  The CMS liaison’s travel and hotel expenses to attend any ARB meeting or 
ASHI Inspector training session would be paid by CMS.   The ARB would request approval from 
the ASHI Board to provide courtesy registration for any Annual ASHI meeting the CMS liaison 
might be invited to attend. 
 
 
5.   The current ASHI Program Director will be charged with primary responsibility for 
communications with the CMS liaison to the ASHI ARB (with copies to the ARB Co-Chairs and 
Accreditation Manager) and for ensuring that the ASHI Executive Board and membership are 
kept informed about all important changes.  These communications include but are not limited 
to: 
 

• Requests for CMS approval of new ARB policies following each ARB meeting after 
approved by the ARB and the ASHI Executive Board 

• Requests for CMS approval of revised ARB policies, ASHI Standards and Guidelines and 
the revised ARB Operations Manual on an annual basis, after approval by the ARB, the 
ASHI QA/S Committee, and the ASHI Executive Board (usually in November or 
December of each calendar year, following the annual ASHI meeting). 

• Requests for CMS clarification of CMS regulations in relation to specific ASHI Standards 
and Guidelines 

• Requests from CMS for clarification of ASHI Standards and ARB policies and for expert 
advice in relation to the fields of Histocompatibility, Immunogenetics and Transplantation 

• Blast e-mails to all ASHI accredited laboratories and/or items in the ASHI Quarterly’s 
Accreditation News to ensure that ASHI accredited laboratories are aware of changes in 
CMS interpretative guidelines that affect compliance with CMS regulations, as applicable 

• Submission of applications for renewal of CMS deemed status or additions to specialties 
for CMS deemed status, as applicable. 

 
 
VII. CMS VALIDATION SURVEYS    
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The validation review methodology focuses on the actual implementation of the Accreditation 
organization’s Standards described in its request for deeming authority.  For each laboratory in 
the validation survey sample, any findings from the validation survey that result in deficiencies 
are evaluated with the Accreditation organization’s inspection results to determine comparability. 
A disparity is defined by the presence of condition level deficiencies cited by CMS and not by 
ASHI.   
 
Validation surveys are either “look back” or simultaneous.  “Look back” surveys occur 
independently of each other while simultaneous surveys take place at the same time with 
Inspectors from both organizations present.  CMS uses both “look back” and simultaneous 
surveys. 
 
VIII. GENERAL GUIDELINES AND TIMELINES FOR THE ACCR EDITATION   
  PROCESS 
 
The guidelines below describe the procedures to be followed for documentation review in the 
various Accreditation formats. These are general guidelines. Detailed instructions for specific 
activities are found in the Accreditation Timeline Chart (Appendix 2) and should be reviewed 
thoroughly by the individuals involved in those activities. 
 
 A. Application by a New Laboratory (NOT Currently Accredited). 
 

 1. Within one week of receipt of a written request, the Accreditation Manager must    
  forward to the applicant:  

• An Application Packet;  
• A copy of the currently applicable ASHI Standards (the most recent version 

published at least one year prior to application); 
• A list of those recently approved Standards not yet used as a basis for citing 

deficiencies but already used as recommendations.  
• Inspection Guidelines; 
• DTRC instructions and portfolio guidelines with contact information, including 

Director Credentials Checklist and Director Portfolio Checklist; 
• Instructions for Test Data Submission for New Laboratories 
 

2. The Accreditation Manager assigns the laboratory to a specific cycle based on 
 when the laboratory can submit a completed packet. 
 
3. The Accreditation Manager informs the laboratory about its cycle and provides it 

with a timetable of all deadlines. 
 
4. Within three weeks  of receipt of application materials, the Accreditation Manager   

must carefully review the packet and complete the Accreditation Manager Report  
(bounce back) Form.  The packet is returned to the laboratory if there is any 
missing documentation. 

 
5. Upon completion of review, the Accreditation Manager must send a copy of the 
 Application packet to the Commissioner within three weeks . 
 

6.    The Commissioner has three weeks  to thoroughly review all documents to 
 determine compliance with the current ASHI Standards and to determine whether 

    the Accreditation process should proceed or not.       
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a. If the Commissioner determines from the application materials submitted that 
there is sufficient information to deny further processing, a summary report shall 
be forwarded to the appropriate Accreditation co-Chair for further action.  A 
detailed summary report must be prepared by the co-Chair informing the 
Laboratory Director of the deficiencies.  The co-Chair should provide 
recommendations to assist the laboratory in meeting the requirements of the 
Standards.  The evidence of failure to comply with the ASHI Standards must be 
unquestionable.  In all other cases, an inspection should be performed. 

 
b. If the Commissioner determines that the application is complete and the 

laboratory appears to be ready for an on-site inspection, the following must be 
done. 
i. Notify the Accreditation Manager that the laboratory application is acceptable 

and to proceed with the Inspection. 
ii. Request the Accreditation Manager to notify applicant of the appointment of 

the Inspector and to verify that the Inspector is acceptable to the applicant.  
The applicant will have one week in which to appeal the appointment. 

iii. Request that the Accreditation Manager forward a copy of the application   
packet to the Inspector(s) 

iv. Complete the review of packet and inform the appointed Inspector(s) of any 
concerns prior to the inspection. 

 
7.    After notification of his/her appointment, the Inspector(s) must schedule the 

inspection with consideration of the blackout dates provided by the laboratory, 
make travel arrangements and inform the 

       Accreditation Manager of the date.   
       The inspection must occur within an eight-week period established for each 
       Cycle.  The Accreditation Manager will alert the laboratory two weeks prior to the 

 inspection. (Note:  For non-USA laboratories, the Inspector may contact the 
laboratory directly to set the inspection date.)                                                                                               

   
 8. Immediately upon completion of the inspection, the Inspector must: 
 a. Conduct an Exit Interview and supply to the Laboratory Director a              

copy of the Inspector’s Summary Report.  This report should also include any 
additional deficiencies that were noted by the Commissioner upon review of 
the packet. 

 b. The Inspector must electronically complete the Inspector’s Summary Report 
and leave a copy with the laboratory.  Any other comments, clarifications, or 
overall impression of the laboratory should be submitted to the 
Commissioner within one week of the inspection. 

 c. Request the laboratory to evaluate the Inspector and inspection process 
using the electronic form. 

             d. Submit to the ASHI Central Office the Inspector’s reimbursement             
form.  

 
   9. Within one week of receipt of the inspection report from the Inspector, the 

Commissioner is to review the report.  If the Commissioner disagrees with any of 
the citations, he/she will immediately contact the Inspector to discuss the problem 
and get clarification, if needed.  If changes to the Inspection report are warranted, 
the Commissioner will contact the Laboratory Director immediately to discuss the 
changes before the Laboratory Director responds to the deficiencies.  The 
Inspector’s Summary Report (or corrected Inspector’s Summary Report) will be 
signed by the Commissioner and sent to the Laboratory Director.  



28 
 

 
10.    The Laboratory Director has 30 days from the date of inspection to respond to  
          the deficiencies cited by the Inspector and Commissioner.  The Director must 
          submit written evidence to the Commissioner that the necessary corrective  
          actions have been taken or that there is a corrective action plan, as appropriate. 

 
11.     If there were no deficiencies cited or if the Commissioner receives a satisfactory 
          response from the laboratory, the Commissioner will prepare a Review Board 
          Summary Form in which all the pertinent information is summarized in order for 
          the entire Review Board to make an informed decision as to the laboratory’s 
          Accreditation status.  This report should be available at least two weeks prior 
          to the ARB meeting  so that the co-Chair has time to review the materials prior 
          to the meeting. 

 
 12. If the Commissioner receives a response that is unsatisfactory, he/she is to 

 contact the applicant to clarify any questions and may request additional 
 documentation of corrective action.  The laboratory does not receive any 
 additional time to provide clarification and/or further documentation.   The 
 Commissioner should contact the co-Chair to discuss unusual problems or 
 whenever there is uncertainty as to whether the response adequately addressed 
 the deficiency. 

 
13.     Some deficiencies may require more than 30 days to correct, i.e. implementation 
  of new QA policies, facilities renovations, rewrites of policy or procedure 

 manuals. The Commissioner should discuss an implementation plan with the 
Laboratory Director.  The laboratory must submit a corrective action plan within 
the 30 days, but implementation generally should be phased in within the next 
quarter.  The  laboratory must submit quarterly reports to the Commissioner to 
verify that implementation is being accomplished.  The Commissioner must first 
discuss this action plan with the entire Review Board prior to notifying the 
Laboratory Director.   

 
       14.     The Accreditation Manager and staff have two weeks  to prepare all laboratory  
                 Summary Review Forms for the Accreditation Review Board Meeting. 

 
15.     The Co-Chair will receive a copy of the application packet at the same time as 

      the Commissioner (approximately four months  prior to the next ARB meeting) 
      and will review all applications for the purpose of providing secondary review of 
      the application and all information submitted by the laboratory.  The co-Chair will 
      be in contact with the Commissioner after the inspection to discuss any problems 
  and to review the Summary Report for completeness and accuracy prior  to the 
 ARB meeting. 

 
16. The Accreditation Review Board makes a decision on the Accreditation status of 
           every laboratory in the cycle. 

  
        17. If Accreditation is granted : 

 
a. The laboratories will receive an ASHI Accreditation Certificate before the last 

day of the current accreditation cycle (usually within 3 -4 weeks of the ARB 
meeting showing the Name of the Laboratory, the Laboratory Director(s), 
and Areas of Accreditation.  This certificate will be good for two years 
pending successful completion of the Interim inspection process. 
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b. A letter of congratulations that also lists the technologies and major methods 

that were accredited will be sent.  This letter will be drafted by the co-Chair 
and will contain any contingencies for Accreditation (example: may require 
lab to do enhanced Proficiency or submit PT results when received for the 
next year, etc.)  

•  Accreditation Manager sends rough draft to co-Chair 
•  Co-Chair reviews Areas of Accreditation, techniques accredited, 

any contingencies, and modifies letter as appropriate. 
•  Letter is sent to the Commissioner to also review for accuracy and 

completeness.    
•  If both co-Chair and Commissioner are satisfied with the letter, it 

is sent to the Accreditation Manager to be placed on ASHI 
letterhead and sent to the laboratory. 

 
18. If Accreditation is denied : 
 
 a. The Accreditation co-Chair will notify the applicant within 5 business days , 

in writing, of the decision and also sends a copy of the Appeal Process.   
 
 b. The Accreditation Office notifies CMS within 30 days. 

 
 B. Renewal of Accreditation of a Laboratory (non-i nspection years)  
 
  Accreditation is granted for two (2) years, contingent upon a satisfactory self-inspection    
  report in the interim year, satisfactory participation in Proficiency Testing, and     
  demonstration of compliance with ASHI Standards. 
 

1. 240 days prior to expiration of renewal, the Accreditation Manager will forward 
Checklists; Standards and Guidance, Declaration of Intent; Proficiency Testing 
Summary; and Continuing Education Form to the applicant and notify the 
Commissioner via a monthly report. 

 
2. The completed application packet must be sent to the Accreditation Manager by the 

laboratory within 60 days.   Any deficiencies that were cited during the self-
inspection should have corrective actions included with the packet. 

 
3. Within three weeks  of receipt of application materials, the Accreditation Manager 

must carefully review the packet and complete the Accreditation Manager Report 
Form.  The packet is returned to the laboratory if there is any missing documentation. 

 
4. Upon completion of review, the Accreditation Manager must send a copy of the 

Application packet to the Commissioner and co-Chair within three weeks . 
 

5. The Commissioner and co-Chair have 8 and 12 weeks,  respectively, to review the 
application.  The Commissioner is primary reviewer and the co-Chair is secondary. 

 
6. If there are minor questions or deficiencies, which can be clarified by written 

communication, the Commissioner should request a response from the applicant 
prior to the ARB meeting. 
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7. At least 2 weeks prior to the ARB meeting , the Commissioner must to prepare a 
Review Board Summary Form summarizing all the pertinent information, to enable 
the entire Review Board to make an informed decision as to the laboratory’s 
Accreditation status. 

 
8. The Accreditation Manager will have one week  to submit all Laboratory Review 

Forms for the Accreditation Review Board Meeting. 
 

9. The Accreditation Review Board makes a decision. 
 

a. If renewal is approved, a letter of congratulations confirming the techniques 
used in the laboratory is sent from the co-Chair before the end of the 
accreditation cycle.  

 
b. If the Accreditation Review Board determines that an interim/ad hoc 

inspection is warranted, the Commissioner is to inform the applicant by 
phone, notify the Accreditation Manager to appoint an Inspector.  An invoice 
will be issued for an amount equal to the cost of the ad-hoc inspection. 

 
 C. Renewal of Accreditation of a Laboratory (Inspe ction Years)  

 
 1.  240 days  prior to expiration of Accreditation, the Accreditation Manager will 

                 forward Application Packet; ASHI Standards, any pending ASHI Standards,  
                 Inspection Guidelines and Checklists to the applicant. The Accreditation 
                 Manager will notify the Commissioner via a monthly report. 
 

 2.  The laboratory must send the completed Packet to the Accreditation Manager within 
            60 days . 

 
       3.  The Accreditation Process will proceed in the same manner as the initial application 
       procedure, beginning with step 4 New Labs above.   

 
  D.  Accreditation Application Due Dates                                             
 
 Cycle  Due Date Inspections  ARB Meeting  Renewal d ate 
 
 Cycle 1 March 1 Apr-June  August  September 1 
 Cycle 2 July 1  Aug-Oct  December  January 1 

Cycle 3 November 1 Dec-Feb  April   May 1 
 

1. When the Accreditation Application due date falls on a weekend, holiday, or day that 
the office is closed, the due date will be adjusted to the next business day.  The 
application packet must be received in the office of the Accreditation  Manager by 
the due date.  
 

2. If a laboratory does not submit its packet by the d eadline , the Accreditation 
Manager will contact the laboratory and notify the Director that the Packet is late.   

 
• The laboratory must pay a Late Processing Fee of $1000 and submit the 

completed Packet within 15 days  in order to remain in the same inspection cycle.  
Otherwise, the laboratory will be moved to the next inspection cycle and its ASHI 
Accreditation will expire  for a minimum of four months.     
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• CMS will be notified by the ASHI Accreditation office that the laboratory 
Accreditation has lapsed, if the laboratory is using ASHI for its CLIA certification.   

 
• A lapse in Accreditation will require outsourcing of testing until the Accreditation is 

reinstated.  The ASHI Accreditation office will notify CMS when the laboratory’s 
Accreditation has been reinstated and may resume testing.  Lapse in 
Accreditation may subject the laboratory to additional fees and inspections by 
CMS. 

 
IX. AD HOC INSPECTIONS 
 

Ad hoc inspections during off-site inspection or interim years are needed to clarify 
questions Commissioners or co-Chairs may have related to the laboratory’s continued 
compliance with ASHI standards.  Ad hoc inspections and other non-routine inspections 
(surveys) may be scheduled or unannounced as warranted by the condition.  All 
expenses for an ad hoc inspection are to be charged to the laboratory.  There will be 
additional processing fee charged to the laboratory.                                

 
 A. Conditions, which may warrant an ad hoc inspection, include: 
 

1. A request by the applicant to add new Areas of Accreditation and/or in some cases 
new Technologies before the next on-site inspection. 

a.    The Laboratory must submit Test Data (see Test Data Submission requirements 
          for new labs); 

               b. The Laboratory must submit a Validation Packet (see the Validation Checklist – 
Appendix 1); 

               c. The Director/Technical Supervisor must submit a portfolio and get DTRC 
approval for addition of a new Area of Accreditation; 

               d.      The Accreditation Manager will process the packet during the next available  
cycle 

               e.      The Laboratory will bear the cost associated with arranging the appropriate  
 inspection and the cost of the application process;                            

               f.        Following approval of the ARB, an updated certificate, using the same dates as 
 the original certificate, will be issued with an effective date of the new Area of 
Accreditation noted. 

 
2. Changes in procedures or personnel which are sufficiently expansive to render the 

applicant’s compliance indeterminate without on-site evaluation; 
 

3. Relocation of the laboratory                                                        ) 
 a. On-site inspections are required for some labs that have re-located, even if the    
  new location is within the same building. 
 b. The inspection shall occur within a reasonable time (generally 3-6 months after    
  the move 
 c. The inspection will focus on the facilities and will use a checklist adapted for this    
  purpose. 
      d.   The ad hoc inspection for re-location may be waived if the laboratory is  

inspected by another agency for this purpose (ex. State inspection for  
re-location). 

 e. The inspection for re-location may also be waived by a vote of the full ARB if    
  documentation is submitted to the Commissioner within 3 months of relocation    
  and if the following criteria are met:  
  i. Documentation that the new lab square footage is comparable or better than    
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   the old lab square footage 
• Photographs of the new space can be provided 
• A plan for handling of Protected Health Information (PHI) is provided 
• A hazardous waste storage/disposal plan is provided 
• A description of the refrigerator/freezer alarm system is provided 
• A plan for assessment of or documentation of relocated equipment 

function at the new location 
ii. The new Floor Plan demonstrates: 

• Adequacy of space 
• The location of safely equipment 
• Fire exit routes 
• Office space/paperwork areas 
• The location of wet lab areas 
• Placement of equipment 
• Traffic Flow 
• The location of pre-amp and post-amp areas 
• Room temperature charts 

 
4. Investigation of a complaint, if deemed necessary by the ARB Executive Board. 

 
5. Change in Director/Technical Supervisor                  

                 a. An on-site inspection will normally occur after a reasonable time (generally 3-6                
months) after the change.   

b. The inspection should involve a single day by a single Inspector.  The “Change in 
Director/Technical Supervisor Checklist” will be used.   

c. The focus will be those items that directly involve the Laboratory Director/TS.   
d. The Inspector will include an evaluation of the new Lab Director/TS role in the 

laboratory in relation to the responsibilities outlined in the Standards and 
Guidelines. 

e. In cases of temporary/interim Directors, an inspection will reoccur in 3-6 months if 
a new permanent Director has not been identified. 

f. The inspection may be waived if there is another qualified Director already onsite. 
g.   The inspection may be waived by a vote of the full ARB if documentation is 

submitted to the Commissioner with 6 months of the initial notification that the 
following criteria are met: 
1. The director is currently responsible for no more than 2 laboratories; 
2. The qualifications of the Director match the Areas of Accreditation and 
 Technologies in the new lab; 
3. No Director involvement problems existed at the previous labs; 
4. The Lab has successfully completed one send-out of PT in each test 
 category under the new Director; 

               5.    There has been review of laboratory protocols, procedures, and QA  
 program by the Director as documented, e.g. by copies of signed 
coversheets  for protocols and procedures OR a letter listing procedures, 
protocols and QA  program reviews; 

6. Evidence is provided for resolution of pre-existing issues, deficiencies, and 
 contingencies in new laboratory; 
7. Technical staff experience is adequate; 
8. There has been no change in General Supervisor within 1 year; 
9. A written plan for coverage is submitted if the Director position is part time; 
10. A written plan for delegation of Director responsibilities is submitted. 
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X. SPECIAL CIRCUMSTANCES 
   

A. Procedure for Investigation of Complaints/Grieva nces against a Laboratory 
 
Accreditation awarded by ASHI is valid only as long as a laboratory remains in compliance with 
ASHI Standards. Normally, a laboratory's compliance is evaluated during the annual renewal, 
but instances may arise when a laboratory's adherence to Standards may be in question and 
may warrant evaluation prior to the next annual review.   
 
Complaints may be received by the ASHI Executive Office, ARB Members, or ASHI Board 
Members.  
 
Complaint: A complaint is a report made to ASHI that alleges noncompliance with ASHI 
Standards or with Federal and/or State laws and regulations.  
 
Calls or complaints received from any source must be immediately forwarded to the ARB 
Program Director and/or Senior Co-Chair as appropriate. All complaints will be initially evaluated 
by the ARB Executive Board. Then the ARB Executive board will request approval of its plan of 
action from the ASHI President and/or President Elect, who will decide if legal review and/or 
ASHI Board of Directors review is needed. 
 
Plans of action may include a decision that the complaint is not warranted, communication with 
the laboratory commissioner, a request for additional information from all appropriate parties 
involved, and/or ad hoc inspections (announced or unannounced) 
 
If an inspection is warranted, inspectors will be chosen by the ARB Executive Board.  
 
A formal report will be generated upon review of the investigation by the ARB Executive Board. 
A copy of the report will be sent to the ASHI President and/or President Elect, who will decide if 
legal review is needed prior to communicating the summary of results to the laboratory and 
appropriate deeming agencies. The report will include a means for communicating results of the 
investigation to all involved parties, as applicable.  
 
If deficiencies are found during the complaint investigation, the laboratory is required to submit 
corrective action within 30 days of receiving the investigation report. The ARB will require that 
the laboratory provide a follow-up assessment of the effectiveness of the corrective actions 
within a specified timeframe.  
 
The full ARB will be notified about the outcome of the investigation at the next ARB meeting, as 
appropriate. 
 

B. Re-ISSUE of an UPDATED ASHI CERTIFICATE    
 

 A laboratory may occasionally require an updated certificate due to changes in 
 information on the certificate.  When warranted, an updated certificate will be prepared 
 and released to the laboratory upon receipt of the original certificate by the ARB 
 Accreditation Manager.  The laboratory should not be in possession of multiple 
 certificates with overlapping Accreditation periods.                                              
 

 In the event of a change in Director, the existing certificate may remain in the laboratory 
            until such time that the focused “Change of Director Ad hoc Inspection” is completed or 
            waived and the new Director is approved by the ARB.  At that time a new certificate will 
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            be issued.                                                                                                       
 
XI. INSPECTORS 
 
 A. Selection of Inspectors 
 

1. Inspectors must have the qualifications required by ASHI for an Inspector, have 
 completed the requirements for Inspector Training, and are currently “active” in the 
 ARB Inspector database.     

 
2. To remain active in the Inspector Database, Inspectors must have performed at least 
       one inspection in the last two years and must attend either an update session (half 
      day workshop) or completed an Accreditation self-study program (on-line) every 
      other year thereafter.  The on-line continuing education requires: 

• ARB Update module every year 
• three additional modules during a two year period. 

 
3. Inspectors must have appropriate expertise in the Accreditation Areas and 
 technologies in which they will serve as an Inspector.  

 
4. The ARB Executive Board consisting of the Program Director, the three co-Chairs, 
 the Inspector Training Coordinator, and the Accreditation Manager select Inspectors.   

 
5. Inspectors are asked to volunteer for each cycle by e-mail sent by the Accreditation 
 Manager.  The Inspectors may reply that they are available for doing an inspection 
 during that cycle and may request to be sent to a particular location.  However, the 
 Inspector Selection group (see above)  makes the final selections.  
 
6.  The Inspector Database is used to match  the expertise of the Inspector to the Areas   

of Accreditation and Technologies to be inspected. 
 

7. Individuals eliminated as candidates for inspection of a particular laboratory include    
  the following: 

 
a. individuals employed at the same institution as the applicant laboratory; 
b. individuals for whom performance of the inspection involves a conflict of interest; 
c. individuals whose objectivity regarding the applicant laboratory, applicant 

institution, or individuals employed in the applicant laboratory is questionable; 
d. Individuals lacking expertise in Areas of Accreditation or Technologies for lab 

being inspected. 
 

8. A single Inspector should be utilized whenever possible; however, for large facilities 
      with many Areas of Accreditation, two (or more) Inspectors or one Inspector for two 
      days may be required. 

 
9. Laboratories with new Directors or with previous deficiencies related to Director 
 involvement should be inspected by other Directors or Inspectors with ARB 
 experience. 

 
10. An Inspector may not accept gifts, honoraria, or other incentives that may be 
 perceived as a conflict of interest during the inspection process.  

 
 B. Use of ARB Members as Inspectors                                  
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The ARB should not be perceived as biased toward any lab and the integrity of the three-tier 
review process should be maintained.  However, since the terms of service on the ARB may be 
four years or longer, it is recommended that ARB members may serve as an Inspector under the 
following guidelines. 

 
1. New Commissioners are strongly discouraged from serving as an Inspector during the 

first 2-year term. 
2. Other members of the ARB may be used as an inspector, if needed.  However, this 

should be limited to no more than one full inspection per year. 
3. If any member of the Board serves as an inspector, they are to recuse themselves from 

the ARB vote for that laboratory. 
4. Inspector training requirements will be met by active service on the Accreditation Review 

Board. 
5. Co-Chairs cannot inspect laboratories in their 4 regions. 
 

C. Inspectors for International Laboratories (outsi de continental North 
America)                               
   

1. Inspectors for International Laboratories also serve as ambassadors for ASHI and should 
be individuals who have superior knowledge of the ASHI Standards and interpretative 
guidelines. They should also have had much experience in performing inspections and 
outstanding ratings as an Inspector. 

2. Inspections for International Laboratories should be first offered to a past  member of the 
ARB or an ARB member who has served at least one term. 

3. If no past ARB member or current member who has served at least three years is 
available for the inspection, then the inspection can be offered to an individual from the 
inspection pool who has been noted to be an outstanding Inspector. 

4. Effort is being made to train inspectors in other countries as more laboratories are 
obtaining ASHI Accreditation.  This should promote a greater sense of “membership” for 
the non-USA members of ASHI and should help reduce the costs of foreign inspections. 

 

 D. Notification of Inspector Appointment to Applic ants 
 
  After the Executive Board has appointed an Inspector, the Accreditation Manager will    
  notify the Commissioners of the Inspectors selected for their laboratories.   
 

� If the Commissioner notices a problem with any of the Inspectors chosen, 
he/she should contact the co-Chair immediately.  

 
� The Accreditation Manager will inform the applicant laboratory by 

telephone or e-mail of the Inspector appointment. 
 

� The Laboratory Director has one week to appeal the appointment and 
request a different Inspector.  (See Appeal of Inspector’s Appointment) 

� It is recommended that the Commissioner make contact with the 
laboratory personally to explain the inspection process, if needed.   This is 
especially important for new Commissioners to introduce themselves and 
for new laboratories that may not understand fully the three-tier review 
process. 

 
 E. Appeal of Inspector’s Appointment 
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 If the applicant laboratory has justifiable reason/just cause to believe that the named Inspector 
 cannot perform the inspection without bias, the applicant may request appointment of a 
different Inspector.  

 
1. Such a request must be made in writing to the Accreditation Manager.  

 
2. The co-Chairs, Program Director, and Inspector Training Coordinator  
      will be notified and another Inspector shall be appointed.  

 
3. The laboratory shall submit to inspection by this Inspector.  

 
4. The applicant may notify the Commissioner, in writing, if he/she has justifiable 
       reasons to believe the inspection was biased. The Commissioner shall consider 
       such information in rendering a decision about Accreditation.  

 
5. All correspondence regarding this matter shall become part of the permanent file. 

 
 
XIII. INSTRUCTIONS for INSPECTORS 
 

A. General Instructions 
The responsibilities of the Inspector are to evaluate the laboratory personnel, activities and 
facilities for compliance with the ASHI Standards and to participate in an education process. 
The evaluation should be thorough, impartial and thoughtful. The interaction between the 
laboratory personnel and the Inspector has, traditionally, involved a mutually beneficial 
exchange of information. This educational exchange is a valuable part of the Accreditation 
process in which the Inspector is encouraged to participate.  
 
The Inspector is a representative of ASHI and is expected to behave in a courteous and 
professional manner during the inspection and to use discretion in any subsequent 
discussions about the inspection. The Inspector may not accept any payment or gratuity in 
the course of performing the inspection other than reimbursement for expenses incurred or 
hospitality provided in a customary fashion. No individual may perform an inspection which 
involves a conflict of interest or for which the individual's objectivity or impartiality is 
questionable. It is the Inspector's responsibility to be aware of and adhere to all timetable 
deadlines. 

 
1) Upon notification from the Accreditation Manager that the Inspector appointment is 

acceptable to the laboratory, the Accreditation Manager will promptly forward all materials 
to the Inspector. 

 
2) At the time the Inspector accepts the assignment, he/she should be provided with the 

blackout dates  so the Inspector can proceed with arranging an inspection date as soon 
as possible.                                                                                                            

 
3) The Inspector should be informed that he/she will receive the application materials, 

(completed Packet from the laboratory), ASHI Standards and Guidance, , travel 
reimbursement form and a set of instructions.  

 
4) The Inspector must review all materials thoroughly prior to the inspection date.   
 
5) The Commissioner should provide the Inspector with 

a.   A copy of the previous deficiencies of Standards and laboratory 
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                  response to deficiencies in order to ensure that corrective actions have been 
                  effective; 

        b.   A copy of deficiencies or special concerns found by the Commissioner after review  
of the application materials.  The Inspector will check these items during the 
inspection and report as deficiencies, if verified. 

 
6) Inspectors should be informed of all applicable deadlines. 

   a.  Inspections occur within an 8 week period designated by the Accreditation 
                   Manager. 

  b. The Inspector must electronically complete the Inspector’s Summary Report and 
leave a copy with the laboratory.  Any other comments, clarifications, or overall     
impression of the laboratory should be submitted to the Commissioner within one    
week of the inspection. 

 
• A trainee can accompany the Inspector if this can be accomplished without 

incurring significant additional cost to ASHI.  In all instances the ARB 
Executive Board must approve this in advance. 

 

   B. Scheduling the Inspection 
 

1. Upon acceptance of a non-USA inspection assignment, the Inspector should contact the 
applicant at the earliest opportunity to establish a mutually agreeable inspection date. 
The inspection must be scheduled when the Director and other key personnel will be 
present. However, at that time, the Inspector should also contact the laboratory to 
discuss the planned arrival time and to ask for directions to the laboratory, as 
appropriate. 

 
For USA inspection assignments, once the laboratory approves the inspector, the 
inspector is to make travel arrangements without contacting the laboratory – in 
consideration of the blackout dates provided by the laboratory.  Once the inspector has 
set a date and made travel arrangements he/she must immediately notify the 
Accreditation Manager.  The Accreditation Manager will notify the laboratory (Director 
and Supervisor) exactly two weeks prior to the inspection date. Prior to that time, only the 
Accreditation Manager and the laboratory’s Commissioner will be notified of the 
inspection date. 

 
 2. The inspection is scheduled within the 8 week period designated for the specific cycle of 

 inspections.  The most economical form of transportation must be utilized.   
 

3.   If air travel is necessary, the inspection must be scheduled on a date, which allows 
utilization of discounted airfares.  The designated ASHI Travel Agent should   be used in 
most cases to make airline reservations. 

  
 C. Performance of the Inspection 
 
Domestic:  
The inspection of most laboratories should be a single day procedure. Larger laboratories may 
require two (2) Inspectors for one (1) day or one (1) Inspector for two (2) days, depending upon 
the size of the lab and numbers of the Areas of Accreditation and Technologies being inspected.   
 
International (outside continental North America): 
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The cost of international travel (outside of North America) may exceed the Accreditation fee, 
particularly when there are time constraints on travel.  These additional expenses should not be 
borne by the other laboratories through a general increase in Accreditation fees. 

• The applicant laboratory is responsible for lodging costs of the Inspector(s).  A one 
day laboratory inspection will allow for no more than three nights expense, a two day 
inspection will allow for a 4 night expense.  Multiple laboratory inspections during the 
same trip have to have the length of stay pre-approved by the ARB Executive Board 
before booking.  

 
• Airfare costs that exceed the annual Accreditation fee may be billed to the laboratory 

upon discussion with the Accreditation Manager  
 
 Prior to the inspection:   
 

The Inspector should thoroughly review the appropriate version of the Standards; 
(1) Review the application packet and materials to become familiar with the size 

and scope of the laboratory service. 
(2) Customize a checklist by selecting appropriate Areas of Accreditation and 

Technologies online for the laboratory to be inspected. 
(3) Review the Commissioner’s summary of concerns or issues found during 

review of inspection materials. 
(4) Review previous deficiencies and laboratory response submitted by the 

Commissioner.                                                                                 
(5) Contact the Commissioner to discuss any potential problems that may need to 

be investigated with the laboratory. 
 
D. Review of Inspection Packet and Materials 

 
 1. Personnel 

Check that personnel meet ASHI, CLIA, and State requirements 
 
  2. Continuing Education Requirements                                         

  Current ABHI certification, though not required, will be accepted as documentation 
of compliance with the continuing education requirement. This is verified by the 
Accreditation Manager. 

 
              For full and part-time technical staff not currently ABHI certified, the continuing  
   education requirements shall be relevant to the areas of Accreditation and will  
   use real hour for the calculation.  The total number of continuing education 
              hours shall be: 

        Directors/Technical Supervisor    50 hours per year 
       Clinical Consultants     12 hours per year 

     General Supervisor         27 hours per year 
     Technologists/technicians     12 hours per year 
     Director in Training      27 hours per year* (off-site CEU’s) 

 *The Director in Training may receive many “education” hours during the course of the 
 training.  However, at least 27 hours must be from seminars, workshops, lectures, etc. 
 outside of the laboratory. 

 
 3. Laboratory Activities 
 

a.  Check that PT is performed for all methods 
b.  Assess adequacy of staffing to workload volume 
c.  Check that appropriate resolution of typing is done for categories desired 
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  4. Review of Proficiency Testing  

a.  Laboratories must designate a PT provider for each analyte tested.  If a 
 laboratory has multiple methods and uses more than one PT, the laboratory  
                            must make it clear on the PT summary which PT exchange is used with 

 each method.  Laboratories must submit the last 3 consecutive results 
received for each proficiency testing survey, at the time of application  
 
NOTE: In accordance with CMS, a rolling timeframe is used to determine PT 
performance wherein 3 consecutive PT results are assessed.  The rolling time 
frame is continuous and does not reset annually.  Laboratories must submit 
the three most recent proficiency testing results the laboratory has received 
prior to submission of the packet. 

 
     b.  Satisfactory  PT performance requires a minimum of 80% concordance for 
          each challenge (send out) of each analyte  (100% concordance is required  
       ABO/Rh).   A single miss on any specimen is considered an incorrect      
       for phenotype/result. 

 
     c.  Unsuccessful participation in a PT program is defined as any of the 
        following: 

• Unsatisfactory  performance on 2 consecutive sendouts; OR 
Unsatisfactory performance on 2 out of 3 sendouts; A single miss on any 
locus is considered an incorrect phenotype/result. HLA class I and class II are 
evaluated separately.  
 

           d.  The ARB will review all cases of Unsuccessful PT and determine appropriate 
                           action.  In all cases, additional PT submission (which may include enhanced 
                           PT- see below) will be required.  If patient care is ascertained to be in 
                           immediate jeopardy, the certification will be suspended for the method under  
                           review.  CMS will be notified of a suspension within 10 days  in cases of 
                           immediate jeopardy. 
 

 
e. CMS regulated analytes; i.e. ABO/Rh Proficiency Testing 

i. Labs testing samples from US patients must participate in a CMS approved 
Proficiency program for CMS regulated analytes; i.e. ABO/Rh. 

ii. Satisfactory PT for CMS regulated analytes; i.e. ABO/Rh requires 100% 
agreement with consensus results for each shipment and failure to attain 
100% is considered an unsatisfactory performance. Corrective actions must 
be undertaken for any unsatisfactory performance and the effectiveness of 
such corrective actions must be evaluated by the laboratory. 

iii. Failure to achieve satisfactory performance for the same analyte in two 
consecutive testing events or two out of three consecutive testing events is 
unsuccessful performance using a rolling time frame.   The ARB 
Accreditation office will monitor PT results for laboratories accredited for 
CMS regulated analytes; i.e. ABO/Rh by checking results reported to CMS 
by their approved ABO Proficiency Testing programs every 30-45 days. 

iv. If CMS regulated analytes; i.e. ABO/Rh  PTis unsuccessful, enhanced 
proficiency testing is required. For an initial unsuccessful PT performance, 
the laboratory may continue testing provided that it has a good compliance 
history and that the laboratory’s corrective action/retraining plan indicates 
that there would not be immediate jeopardy to patients. For a second 
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instance of unsuccessful ABO PT testing, the suspension of testing is 
mandatory for laboratories testing samples from U.S. patients, requires 
satisfactory performance in 2 consecutive new PT send-outs from CMS 
approved vendors and would be for a minimum of 6 months unless the 
laboratory had already voluntarily ceased testing.  To expedite compliance 
with this requirement, laboratories may subscribe to two different proficiency 
testing programs. Results of the enhanced proficiency testing in CMS 
regulated analytes; i.e. ABO/Rh will be reviewed and approved by the ARB 
before routine testing may be resumed 

v. Laboratories only testing samples from non US patients may substitute 
and include local proficiency exchange programs. 

 
    f.   If a laboratory’s certificate is suspended, the laboratory must then demonstrate 
     sustained satisfactory  performance on two consecutive proficiency testing  
     events, one of which may be enhanced proficiency on site, before ASHI will  
     consider it for reinstatement for certification.   

  
g.  Proficiency testing must be submitted at least twice per year for all methods 
used as “stand alone*” methods in the laboratory. (*Stand alone method: the only 
method used to determine a clinical result reported for any assay.)   

 
   h.  Failure to enroll, perform or report results for a PT event by the providers’ 
    deadline for submission is unsatisfactory and results in a score of 0%. 

 
i.   A laboratory may choose to include samples that were not graded in the 
evaluation of Proficiency Testing, when the number of graded samples is very 
small.  If non-graded samples are included, the laboratory must use “all” 
ungraded as well as graded samples the 3 most recent consecutive surveys and 
the correct response will be the “majority**” response. The commissioner will 
review cases on an individual basis noting any trends in the overall results 
submitted by the laboratory. (**Majority: defined as ≥60% consensus)   

  
j. Proficiency typing results must be reported at all levels of resolution that are 
reported clinically.  Any antigen/allele that the proficiency survey grades will be 
evaluated.    

 

   
5. Requirements for Low and High Resolution DNA typ ing –  
 

Validation and external proficiency testing must be performed at the same level(s) of resolution 
as the clinical testing.  Alleles reported assume the lab is utilizing the latest list of alleles as 
published in the appropriate WHO nomenclature (generally one year prior to application 
submission). 

• DNA typing low resolution will be granted if serologic resolution (antigens) 
is reported, predominantly.   

• DNA typing high resolution will be granted if single alleles or clusters of 
alleles (as defined below) are predominantly reported.  This resolution 
must be reported for at least 80% of the survey samples tested, used and 
submitted for proficiency testing. 

 
a. Laboratories must achieve a high resolution typing for at least 80% of the 
alleles typed and reported for the previous three consecutive survey results 
received  in order to be considered to be performing high resolution DNA typing.  
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b. Laboratories performing high resolution DNA typing must report single alleles. 
With the exception of selected null alleles the lab does not need to resolve the 
differences between alleles for those groups of HLA class I alleles that have 
identical sequence in exons 2 and 3 and those groups of HLA class II alleles that 
have identical sequence in exon 2 and differ outside these exons, as designated 
in the currently observed IMGT/HLA database release and found on the list of 
Common & Well Documented Alleles*.  The lab does need to resolve selected or 
“frequently found” null alleles found on the list of Common & Well Documented 
Alleles* with a frequency rate greater than 1 in 1000. Clinical practice may dictate 
a laboratory’s means of identification of these “frequently found” null alleles by 
utilizing more than one technique such as supplemental serologic typing or 
nucleotide sequencing of exon 4.   

 
c. High Resolution results for a locus must include only one unambiguously 
assigned possible genotype, or MULTIPLE  ambiguous genotypes in which only 
one possible genotype includes TWO alleles on the list of Common and Well 
Documented Alleles (CWD)*.   

 
                        

Possible Combinations Examples Results 
CWD1, CWD2, or rare 1, rare 

2 
B*3501, B*4601 or B*3562, 

B*4608 
Acceptable 

CWD1, CWD2, or CWD3, 
CWD4 

B*3501, B*4901 or B*5001, 
B*5301 

NOT Acceptable 

CWD1, CWD2g1, or CWD1, 
CWD3g1 

B*3501, B*0705 or B*3501, 
B*0706** 

Acceptable 

CWD1, CWD2, or CWD1 
rare*** 

B*3501, B*4601 or B*3501, 
B*4608 

NOT Acceptable 

CWD1, CWD1 or CWD1, 
rare*** 

B*3501, B*3501 or B*3501, 
B*3562 

NOT Acceptable 

 
**B*0705 and B*0706 differ outside exons 2 and 3 and do not need to be resolved although they 
are both on the list of Common Alleles.  The group B*0705/0706 is common in Asians and well 
documented in Caucasians and Africans. 
 
*Reference: Report of the ASHI ad hoc Committee for the Identification of Common and 
Well Documented Alleles. 
 
***When alternative  genotypes  include combinations with one CWD allele plus a rare allele 
(see two examples in the chart above), the resolution to a single genotype may not be required. 
If the laboratory possesses information or data relevant to the particular ambiguity being 
evaluated, which provides evidence that the resolution to a single genotype may not be required, 
the laboratory may decide to claim a deviation from this policy and to report the result as 
completed (taken from the NMDP Policy for Confirmatory Typing Requirements 
Effective May 1, 2009) 
 
 

6.  Null Allele Discrimination                                          
 
 
It is required by NMDP and ASHI standards that the following frequently encountered null alleles 
be discriminated from the expressed alleles by all laboratories reporting results for the relevant 
loci  
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• A*2409N – should be distinguished from A*2402 when A*24 is found in association with 
B*40 or B*27, even though the difference is located in exon 4. Note:  This is required for 
laboratories performing Confirmatory Typing for NMDP Recipients or Donors selected for 
Transplant 

 
• B*5111N – should be distinguished from B*5101 when B*51 is found in association with 

A*0201, Cw*15 and DRB1*0402, even though the difference is located in exon 4. Note:  
This is required for laboratories performing Confirmatory Typing for NMDP Recipients or 
Donors selected for Transplant 

 
• Cw*0409N – should be distinguished from the expressed allele Cw*0401 when B*4403 is 

present (B*44 in association with Cw*04) – these differ only by a deletion of one 
nucleotide in Exon 7. Note:  This is required for laboratories performing Confirmatory 
Typing for NMDP Recipients or Donors selected for Transplant 

 
• DRB5*0108N – should be distinguished from the expressed allele DRB5*0102 when 

DRB5 is found in association with DRB1*1502 
 

• DRB4*0103N – should be distinguished from expressed DRB4 alleles when DRB4 is 
found in association with  DRB1*0701 and DQB1*0303 (DQ9) (DRB1*07 in association 
with DQB1*03)  (R-37-07  M-2-08) 

 
 

 
7. Use of Reduced number of PT challenges for DNA typi ng :               

 
a. The laboratory may choose to perform low or high resolution typing  on a 

reduced number of the PT challenges.  There is also consideration that testing all 
samples with all methods may not mimic patient testing. This is allowed under the 
following conditions: 
 

b. The laboratory must have a detailed written policy/plan that describes how the PT 
will be used to assess performance of each of the methods used in the laboratory. 
This policy must be established prior to testing the PT samples.  All PT testing must 
be submitted according to the pre-established schedule of testing. 
 

c.    The laboratory must designate their PT provider(s).   
 

d. The laboratory must participate in at least two separate send-outs for each    
method and each locus at each level of resolution used as standalone tests for 
clinical samples. 
 

e. The laboratory must perform testing for a minimum of 8 samples (or 100% if <8 
provider samples) per year for each method and each locus at each level of 
resolution used for clinical samples. 
 

f.    The Laboratory must include their PT testing policy/plan with the PT summary 
report when submitting the ASHI Re-Accreditation Packet whenever they are 
submitting  less than the full year’s worth of results for a method. 

 
8. Use of Reduced number of PT challenges for HLA A ntibody testing:      
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Laboratories may choose to test a reduced number of PT samples for each method 
for HLA class I and class II Antibody Screening under the following conditions: 

                                                                                                                                          
a. The laboratory must have a detailed written policy/plan that describes how the PT 

will be used to assess the performance of each of the methods used in the 
laboratory. This policy must be established prior to testing the PT samples.  All 
PT testing must be submitted according to the pre-established schedule of 
testing. 
  

b. The lab must designate the PT provider(s) 
 
c. This policy must be established prior to testing of PT samples.  
 
d. All PT testing must be submitted according to the pre-established schedule of 

testing. 
 
e. The lab must participate in at least two separate send-outs of a PT survey for 

each method and for each HLA class (I, II) of antibodies 
 
f. The lab must test a minimum of 8 samples per year (or 100% of samples if PT 

provides <8) for each method and for each HLA class (I, II) of antibodies 
 
g. The laboratory must include its PT testing policy/plan with the PT summary report 

when submitting the ASHI re-Accreditation packet whenever it is submitting less 
than the full year’s worth of results for a method or antibody class. 

 
h. The laboratory must either compare the results of different methods using the 

same PT samples or compare the results using other samples at least twice a 
year.   

 
9. A corrective action  report must be submitted for all Proficiency Testing errors and 

outliers. The corrective action report must include:                       
 

a. The analyte identified as discrepant with concordant result; 
 
b. The PT provider summary report.  Include documentation of unsatisfactory 

 sample or attempt for re-shipment, if applicable; 
 
c. Documentation of satisfactory results on 2 prior challenges and 2 subsequent 

 challenges, if possible; 
 
d. Director’s review of results and description of possible problem; 
 
e. Evidence of thorough investigation, conclusions, and corrective action to prevent 

 similar error in future.  Indicate if error was due to pre-analytical, analytical, or 
 post-analytical problems. 

 
f. Actions taken to ensure the ongoing quality and accuracy of patient test results.  

 (Ex.  Split sampling or inter-laboratory comparison, testing by alternate method, 
 or change in reagents, procedure, etc.) 

 
g. Review of reported patient results may be appropriate and necessary depending 

 on the cause of the error (PT errors may detect reagent failures and may reflect 
 patient testing done at the same time). 
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   10. Enhanced Proficiency Testing                                                 
 

Laboratories will be required to submit enhanced proficiency testing results when 2 
out of 3 or 2 consecutive proficiency testing challenges are unsatisfactory.  Blinded, 
parallel testing with another ASHI accredited lab or a second approved PT covering 
the same 12-month period may be used as enhanced PT. A single Class I or Class II 
HLA typing antigen/allele miss on any specimen is considered an unacceptable 
response. 

  
• Unsuccessful participation is defined as any of the following: 
• Unsatisfactory  performance on 2 consecutive PT events 
 (sendouts);               OR 

• Unsatisfactory performance on 2 out of 3 PT events (sendouts); 
                                                     OR 

• Overall less than 80% concordance for the 12 months submitted  
(100% concordance with acceptable response is required for 
ABO/Rh typing) 

  
a. Enhanced PT testing requirements are equal to the number of samples in the 
  laboratory’s designated yearly proficiency testing survey or 8 samples; whichever 
 is less;  
 
b. If the laboratory has been performing successfully in a second approved 
 proficiency survey of the same analyte, those results may be submitted in lieu of 
 enhanced PT. The results must be from the same 12-month period as the 
 designated PT survey and conform to all other PT requirements. 
 
c. Enhanced PT may also come from blind parallel testing with another ASHI 
 Accredited laboratory. Both parties must send their results directly and 
 independently to the Commissioner for review without prior knowledge of the 
 other laboratory’s results. Impartiality must be maintained between the two 

laboratories involved with the blind sample exchange.  (The laboratories 
cannot share the same director.) 

 
d. PT results obtained since the submission of the packet may count toward the 
 total number required for enhanced PT. 
 
e. If the laboratory has been performing successfully in a second approved 
 proficiency survey of the same analyte, those results may be submitted to satisfy 
 the requirement for enhanced proficiency testing.  These results must cover the 
 same 12 month period as the designated proficiency testing survey and conform 
 to all other PT requirements. 
 

 f. If proficiency testing is unsuccessful for CMS regulated analytes; i.e. ABO/Rh, 
testing must be outsourced to another laboratory accredited for CMS regulated 
analytes; i.e. ABO/Rh  until there has been satisfactory performance on two 
consecutive exchanges. 

 
  g.  For CMS regulated analytes; i.e. ABO/Rh, enhanced Proficiency Testing for labs 

testing samples from US patients must involve 2 different sendouts from CMS 
approved vendors although 2 different vendors may be used.   
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11.   Proficiency Testing Accepted by ASHI                                                
  The ARB approves the following Proficiency testing surveys for analytes not     
  regulated by CMS:    

� ASHI 
� CAP 
� UCLA (if the laboratory selects the option to be graded) 
� ASEATTA 
� New York State 
� AFDT (SEOPF) 
� NMDP Blind Testing 
� NEQAS 
� International High Resolution HLA Exchange 
� HLA Club Exchange 
� Eurotransplant Reference Exchange 
� EFI-approved Proficiency testing 
� INSTAND 
� German Society for Parentage Testing 
� International Society of Forensic Genetics ISFG 
� ISFG Spanish-Portuguese Working Group Paternity Testing Survey 
� European Parentage Testing Survey 
� Others that fulfill the following requirements: 

     a. At least 2 sendouts per year; 
     b. Graded results  
    
 12. Alternatives to Formal External Proficiency Te sting                             
  The following options are acceptable when no formal external proficiency testing 
                      is available: 
 
  a. Exchange of samples with another laboratory accredited by ASHI (or by an    
   foreign equivalent organization) for performing that testing. 
  b. Blind testing of reference samples with known test results. 
  c. Blind testing of clinical samples with known clearly expected test results. 
  d. Splitting samples between two technologists who are blinded to each other’s    
   test results. 
  e. Having one technologist perform duplicate tests starting with an original    
   sample that is split before any processing is started.  (This should only be    
   allowed if there is only one technologist trained to perform that particular test    
   and the other options are not possible). 
  f. Another method for validating the test performance that provides at least    
   equivalent confidence in the accuracy of the test method. 
 
  13. Review of Protocols and Case Files 
 

  a. Review protocol for appropriateness to Area of Accreditation 
  b. Review Reports for completeness and appropriate interpretations 

 
  14. Quality Assessment Activities 
 

   a. Review QA summary report for appropriate monitoring of indicators of quality. 
   b. Check to see if appropriate corrective actions were taken. 
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 E. REVIEWS and AUDITS during the INSPECTION 
 

1. Inspection Audits   
 Randomly check reports and use audit method to check for documentation that 

testing was done according to laboratory procedures and policies.  Examples of what 
may be checked during an audit are: 

 
a. Select random reports within the last 2 years (since the last onsite inspection) 

and check for ASHI requirements.  Use these reports to   perform audit. 
b. Review worksheets for accuracy of interpretation of raw data. 
c. Check for tech initials and documentation of review. 
d. Check that tech that performed test had competency documented to perform 

test.   Check training records. 
e. Check that QC performed the day of testing met criteria for acceptance of 

results. Check that QC for the reagents used in the tests met criteria 
f. Check that periodic maintenance was done on equipment used for this test. 
g. Check that proficiency tests reflect reported results (ex. CI and CII specificity, 

low vs. high resolution). 
h. Check that proficiency testing is done for all methods used in reporting results 
i. Check that turnaround time meets laboratory policy 
j. Check flow of specimen through lab and safeguards to prevent sample mix-up 

 
2.    Internal Proficiency Checks                                                      

 
a. Each histocompatibility-testing individual must perform a periodic (as defined in 
 ASHI Standards) internal proficiency quality control or blind unknown sample 
 testing to assess competency of technologists. 
 

               b.   For each technology the individual is authorized to perform, at least one internal 
           PT exercise must be completed each year. 

              
               c.   Internal proficiency may include testing of unknowns such as external  

                       proficiency samples or previously tested samples. 
 
d. Internal proficiency can also be designed to evaluate tech-to-tech variations in 
 scoring, reproducibility, or interpretation of results or case studies. 

     
    3.    Review of Procedure and Policy Manuals  

 
 a. Review the procedure manual(s) to determine if there is evidence of annual    
  review by the Director.   
 b. Check to see that the Laboratory Director has signed every procedure.  
 c. Observe as many techniques as possible to determine that the procedures    
  performed follow and agree with those described in the manual.  
 d. Determine if procedures are being updated as needed. 
 e. Check to see that old procedures are kept for at least two years. 

                  f.    Determine if the laboratory has a system in place to track when procedures 
                        were changed. 
 
         4.    Review of Laboratory Practices 
 

 The Inspector should spend some time in the actual laboratory observing techniques   
 and questioning technologists about the testing process. 
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  a.    Observe a cell suspension or DNA prepared that day and note the quality of the 
        preparation.  

      b. Read a tray taken at random and note the quality of the cell preparation and the    
   accuracy of the scoring of results.  
      c. Review the process of specimen handling and identification throughout the    
   testing process (from specimen receipt to final reporting). 
           
 
       5.    New Lot Validation  for Commercial Molecular Typing Kits may include:  
                                                                                                      

a. Parallel testing with reference DNA (previously typed); 
b. Include as many different alleles as possible for number of samples tested; 
c. Include alleles that have been problematic in past; 
d. Include alleles for primer sets that have changed since last lot, if possible; 
e. False positive and False negative results should be documented 
f. Date in Use should be recorded. 

 
       6.   QC of New Shipments  of reagents 

a. Ensure that all components are working properly; 
b. Test with Reference DNA or non-critical patient sample; 
c. Assess quality of reactions and ability to give clear interpretation; 
d. Document QC check and record Date in Use. 

 
 7.   Water Quality :                                                                                                        
  Bottled water that comes from a manufacturer with a quality certificate is acceptable   

and does not require conductivity tests or cultures.  The laboratory must keep a copy 
of the manufacturer’s certificate on file.   Water that is purified locally does require 
conductivity tests and cultures at intervals determined by the laboratory. 

 
     8.   Review of Quality Assessment and Faciliti es 

          Review documentation and observe the facilities sufficiently to determine if the 
        applicant is in compliance with the standards. Carefully review the QA policies and 
        ascertain that these are implemented in the laboratory. Check for documentation in  
        all areas. 

• Determine that a formal Quality Assessment Program is established and 
functioning in the laboratory; 

• Determine if the Indicators of Quality are being monitored appropriately (ex. 
QC checks, PT performance, turnaround time, specimen problems, lab errors, 
amended reports, etc.); 

• Determine that corrective actions are appropriate; 
• Determine if appropriate follow-up is being done to ensure the effectiveness 

of corrective actions; 
 

9.  Review of Case Files  
Inspectors must review case files representing each Area of Accreditation and each 
Technology for which the applicant is seeking Accreditation (histocompatibility testing 
for living-related solid organ transplantation, parentage testing, etc.).  

 
There should be interpretive notes, if applicable entered by the Laboratory Director in 
at  least some case files in each area of Accreditation.  
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If such evidence is absent, interview the Director to determine the extent of review 
and interpretation provided.  
 
Review case files to ascertain that proper nomenclature is used and that phenotypes 
and genotypes are assigned correctly. 

 
Review crossmatch test results to determine if the procedures followed are in    
compliance with the Standards.  

 
Review antibody testing analysis to determine if correct specificity is being assigned.  
Review the process to determine how antibody testing information is incorporated 
into the crossmatch analysis. 

 
Review parentage cases drawn at random to determine if subject identification, chain 
of sample custody, analysis, interpretation, and reporting were all performed in 
accordance with the Standards. 

 
Audit reviews include evaluation of reagent quality control, employee training and 
competency evaluation and PT outcome associated with the cases reviewed. 

 
Review engraftment studies, if performed, to determine if chimerism results are 
correctly analyzed. 
 
Review cell surface phenotyping studies, if performed, to determine if the  results are 
correctly interpreted. 

 
The Inspector is encouraged to make notes during the inspection process to be used 
in preparing the Summary Report. The evaluation of any individual item should be 
discussed with the applicant so that there is no surprise deficiencies cited during the 
exit summary.  If the applicant requests information about the overall evaluation or 
decision regarding Accreditation, the Inspector should caution the applicant that the 
on-site inspection is only one part of the Accreditation process and that any 
information provided by the Inspector is not to be interpreted as a final decision 
regarding Accreditation. 

 
XIII.   CLIA Laboratories 
 

 For laboratories using ASHI for CLIA inspection, the Inspector must: 
 

Review CLIA certificate for testing categories approved by CLIA. 
 

      Note:   A laboratory doing HLA typing of donors for inclusion in the NMDP donor  
  registry must meet the lab requirements of CLIA and have a CLIA number 
  if located in the U.S.                                                                     

 
Determine if there are any testing categories on the Accreditation certificate that are 
not being inspected by ASHI. 

1. If so, determine if another Accrediting Organization inspects for these 
additional tests.  Report this finding on the Inspection report. 

2. The ASHI Accreditation Office will notify the appropriate CMS Regional 
Office when a laboratory is found to be testing beyond its approved 
specialties and subspecialties without appropriate oversight by another 
accrediting organization. 
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XVI. PREPARATION OF THE INSPECTOR’S SUMMARY REPORT 
 
Before the exit interview or summation, the Inspector must complete the Inspector’s Summary 
Form from the Inspector’s observations during the inspection and subsequently printed on the 
electronic Inspector’s Checklist. 
 
The Inspector’s Summary Report form has five (5) columns, all of which require completion. 

Standard – The number(s) of the Standard(s) must be recorded. 
1. P/C – The Inspector must note whether the deficiency found is partial (P) or 

complete (C). 
2. Severity – The Inspector must evaluate the complexity of the deficiency as to mild, 

moderate or severe and grade accordingly. 
3. Frequency – The frequency that the deficiency occurs must also be determined and 

noted. 
4. Comments – Any additional observations and recommendations should be 

recorded for permanency in the laboratory’s Accreditation file. 
 

XVII. EXIT INTERVIEW (Summation) 
 
One of the most important duties of the Inspector is to inform the Laboratory Director and other 
appropriate staff of all deficiencies noted during the inspection process. This is accomplished at 
the close of the inspection via an “exit interview” or summation.   Should a Director refuse an 
Exit Interview, he/she must indicate such on the signoff sheet. 
 

• The Inspector must go through the complete checklist and inform the laboratory staff of 
his/her findings and any deficiencies noted. 

 
• The Inspector must also stress that the function of the Inspector is to observe and record 

findings based on the appropriate checklist.  
 

• There should be no big surprises at the Exit Interv iew , as the Inspector should be 
communicating his/her findings during the inspection process.  Often the staff or the 
Director can clear up what may appear to be a deficiency by supplying additional 
documentation that was not immediately evident to the Inspector.   Some small 
deficiencies may be corrected immediately. These will still be listed as deficiencies with a 
note “corrected onsite”. 

 
• If the Laboratory Director does not agree with the Inspector, there will be an opportunity 

to express those opinions when responses to the deficiencies are submitted to the 
Commissioner. 

 
• Inspectors are also encouraged to provide the Laboratory Director with appropriate 

corrective actions suggestions, for any deficiencies noted whenever possible. 
 
The intent of the ASHI inspection is to assist laboratories into being compliant with current ASHI 
Standards. 
 
XVIII. CONFIDENTIALITY of LABORATORY DATA 
 
The Inspector must sign a confidentiality agreement prior to performing an inspection. 
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Inspectors must leave their copy of the laboratory’s Application packet with the laboratory at the 
end of the inspection, unless parts are required for further review by the Inspector post-
inspection.  In this case, the application materials must be submitted to the Commissioner along 
with all other inspection documentation materials.                                         
 
XIX. PREPARATION OF THE COMMISSIONER’S SUMMARY REPO RT 
 

A. Prior to Inspection 
 

The Commissioner completes a review of the inspection materials in the same manner 
as the Inspector.   

 
The Commissioner informs the Inspector of any issues, concerns, or possible 
deficiencies that were noted during the Commissioner’s review of the inspection 
materials. 

 
The Commissioner sends a copy of the deficiencies cited during the previous on-site 
inspection and last interim inspection.   

 
B. After the Inspection 
 

1. The Laboratory Director must sign the Inspector’s Summary Report before the 
Inspector departs from the laboratory. The Inspector will leave a copy of the 
Inspector’s Summary Report with the laboratory as well as electronically submit to the 
Accreditation Manager within 2 days.  

 
2. The Accreditation Manager will send the Inspector’s Summary Report to the 

 Commissioner and Co-Chair upon receipt. 
 
3. Within one week of the inspection, the Commissioner will sign the Inspector’s 

 Summary Report after review and send a copy to the Laboratory Director to 
 document agreement with the Inspector’s findings.  

 
4. If the Commissioner does not concur with the interpretations made by the Inspector, 

 he/she will discuss this with the co-Chair, then discuss with the Inspector and the 
 Laboratory Director.  The Commissioner may then make changes to the inspection 
 report prior to sending it back to the Laboratory Director within one week. 

 
5. The Laboratory Director has 30 days from the inspection to respond to Deficiencies.  

The responses and corrective actions are sent directly to the Commissioner. 
 
6. The ARB will review the deficiencies during the ARB meeting and may decide to 

 remove a deficiency.  The laboratory and Inspector will be notified of the ARB’s 
 decision, if applicable.                                                                        

 
XX. PREPARATION OF THE REVIEW BOARD SUMMARY REPORT 
 
Once all deficiencies have been satisfactorily addressed or the laboratory’s action plan for 
resolving them has been accepted, a Review Board Online Summary Form is completed for 
presentation at the appropriate meeting of the Accreditation Review Board.  This Summary is to 
contain an overall evaluation of the inspection and the respective recommendations of the 
Inspector and Commissioner regarding Accreditation.  The Commissioner and co-Chair present 
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this information to the full Accreditation Review Board and a vote is taken of the entire board as 
to the Accreditation status of the applicant laboratory.   
 
 A. ARB Actions: 
 

 The Commissioner, Inspector, and ARB recommend that Accreditation be  granted . 
The respective Co-Chair notifies the Director in writing that no deficiencies were found or 
that any deficiencies found were satisfactorily resolved, accompanied by an Accreditation 
certificate listing those areas for which the laboratory has been accredited.  This 
summary letter should indicate that the applicant was found to be in compliance with all 
mandatory standards (and recommended standards, if applicable) relevant to the 
Accreditation areas designated and should also include the technologies and 
methodologies for which the laboratory is approved.   Any appropriate recommendations 
relevant to the standards must be included in the report. 

 
 The Commissioner recommends granting Accreditation contingent  upon additional 

corrective action. These contingencies are communicated to the Accreditation Review 
Board, which in turn, will decide whether or not to accept the recommendations and to 
decide the timeframe for submission of the corrective actions.  

 
If such contingencies are accepted by the ARB, the laboratory will be informed that 
written evidence of correction of the deficiencies is to be sent to the Accreditation Office 
prior to the deadline set by the ARB.  Copies of these documents will be immediately 
supplied to the Commissioner and co-Chair and the acceptability of the corrective actions 
immediately voted upon by the ARB.  The Accreditation status, as well as the timeframe 
for submission of any outstanding documents, will be communicated to the applicant by 
the respective co-Chair as described in “1” above. 
 
All laboratories with contingencies  will be reviewed at the next Board meeting to 
determine if the conditions for Accreditation have been met. The Accreditation Manager 
will maintain a contingency list for each cycle.  The commissioner is responsible for 
ensuring that all contingencies have been resolved prior to the next ARB meeting. New 
letters are sent once contingencies have been fulfilled.                      

  
 The Commissioner and Inspector recommend denying Accreditation .  The respective 

co-Chair may either choose to support this decision or not.  In case of the latter, the 
Accreditation Review Board must be informed in detail by the co-Chair as to the reason 
for the variance.  In either case, a poll of the Accreditation Review Board will determine 
the Accreditation status of the laboratory and the scope and timeframe of any further 
requirements to complete the process.  The Accreditation status, as well as the 
timeframe for submission of any outstanding documents, will be communicated to the 
applicant by the respective co-Chair as in “1” above. 

 
Note:   In those cases the co-Chair chooses to deny Accreditation despite 
favorable recommendations from the Commissioner and Inspector, he/she must 
inform the Accreditation Review Board in detail as to the reason for the variance.  
The Accreditation Review Board will then vote on granting or denying 
Accreditation. 

  
 If the Commissioner and Inspector disagree as to granting or denying Accreditation, the 

Accreditation co-Chair will carefully critique the full packet and supporting documentation 
and report his/her findings in detail to the Review Board, emphasizing those points in 
which the Commissioner and Inspector are at odds.  A vote from the Accreditation 
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Review Board will determine the Accreditation status of the laboratory and the scope and 
timeframe of any further requirements to complete the process.  The Accreditation 
status, as well as the timeframe for submission of any outstanding documents, will be 
communicated to the applicant by the respective co-Chair as described in “1” above. 

 
 If a deficiency cited by the Inspector is overruled by the ARB during the review process, 

the deficiency must be noted as overruled in the ARB Summary Report.  The laboratory 
and the Inspector will be notified of the ARB’s decision in a letter, if applicable. The 
deficiency is removed from the Summary Report for subsequent lab inspection follow up.                                       
(R-21-03) 

 
B. ARB Response to Repeat Deficiencies     
  
  Repeat deficiencies are serious occurrences since they could only happen in the face of a 
laboratory’s previously having submitted a corrective action plan for a previous deficiency and 
that plan having been approved by the ARB.   ASHI has deemed status for CMS and CMS 
regulations require that actions be taken in response to repeat deficiencies. 
 
If a repeat deficiency involving the same problem and the same standard is reported to the 
Commissioner by an on-site Inspector or is observed by the Commissioner in the course of 
reviewing the laboratory’s next on-site or next Interim re-accreditation application, the following 
sequence of events will occur: 
 
1.  The Commissioner will verify that there indeed is a repeat deficiency by contacting the 
Inspector and/or contacting the Laboratory Director, as appropriate. 
 
2.  If it is verified that there is a repeat deficiency, the Commissioner will make a preliminary 
assessment of the seriousness of the deficiency in relation to its potential to affect patient care 
and/or its nature as one of the 4 deficiencies considered to be Mandatory Deficiencies by CMS 
in the case of labs testing samples from US patients.  These Mandatory Deficiencies are: 
 

i. Failure to fill a “key” laboratory personnel position (Director, Technical 
Supervisor, Clinical Consultant, General Supervisor, or necessary testing 
personnel) with a qualified individual for any time period. 

ii. Failure to enroll in Proficiency Testing (or equivalent) for any approved 
test system. 

iii. Exchange of information or samples with another laboratory involved in 
reporting Proficiency Testing results. 

iv. Failure to successfully participate in Proficiency Testing 
NOTE: Unsuccessful participation in Proficiency Testing occurs when any 
two of three consecutive Proficiency Testing results are unsatisfactory 
using a rolling timeframe. Three consecutive unsatisfactory performances 
or three of four are considered to be two unsuccessful performances and 
therefore a repeat deficiency.  

 
3.  The Commissioner will then contact the Co-Chair and they will determine together whether or 
not immediate action is necessary.  If immediate action is necessary, a Conference call involving 
the Commissioner, all Co-Chairs and the Program Director will be arranged. 
 
4.  If immediate action is not deemed to be necessary, the situation will be discussed at the next 
full ARB meeting or during a full ARB Conference call if such a call is scheduled in any case for 
other reasons. 
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5.  Outcomes from the immediate or full-ARB consideration of the situation will depend on the 
Mandatory Deficiency status of the deficiency, the seriousness of the deficiency in relation to 
patient care, the reasons for failure of the laboratory’s previous corrective action plan and the 
track-record of the laboratory in relation to its compliance with other ASHI Standards.   These 
outcomes may include, as examples: 

i.  Complete or limited suspension of the laboratory’s accreditation with an 
obligation for outsourcing all or limited testing to an ASHI accredited or ARB 
approved laboratory until re-instatement of the accreditation has been 
approved. For a second instance of unsuccessful CMS regulated analytes; 
i.e. ABO/Rh, the suspension of testing is mandatory for laboratories testing 
samples from U.S. patients and would be for a minimum of 6 months. 
Reinstatement of testing requires satisfactory performance in 2 consecutive 
new PT send-outs from CMS approved vendors. 
ii. A scheduled or unannounced ad-hoc laboratory inspection 
iii A recommendation that the laboratory seek expert advice from a 
particular ASHI member and then submit a new corrective action plan 
iv. A request for submission of a request for and approval of a new plan for 
corrective action with review of the effectiveness of the plan within 6 months 
of approval. 

 
6. In cases in which the decision involves a complete or limited suspension of the laboratory’s 
accreditation , the laboratory will be informed about and given the opportunity to appeal the 
decision of the ARB Executive Board or of the full ARB, as applicable, according to processes 
described in the ARB Operations Manual. 
 
 
 
XXI. EVALUATION OUTCOMES                                                           
 
The Accreditation Review Board defined five evaluation outcomes based on the Federal 
Regulations paradigm as follows: 
 

� Grant or Renew Accreditation 
� Grant or Renew Accreditation with contingencies 
� Deny or Revoke Accreditation  
� Suspend Accreditation  
� Limit Accreditation  

 
  
A. Grant or Renew Accreditation 
 
  1. Accreditation is given in this Area of Accreditation if a laboratory is in compliance    
   with all relevant Standards, regulations, and requirements and there are no issues   
   that require immediate follow-up.  Accreditation is granted or renewed outright, but    
   may also be accompanied by recommendations. 
 
 2. A laboratory can maintain Accreditation for a Technology that is not currently used   
  by continuing to successfully participate in Proficiency Testing that uses that    
  Technology. 
 
 B. Grant or Renew Accreditation with Contingencies 
 

Accreditation is granted contingent upon the resolution of an issue that is described    
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in the Accreditation letter. Contingencies may include such issues as approval of the 
Director by the DTRC, review of blind parallel testing that is not yet complete, successful 

 performance on enhanced proficiency testing, quarterly submission of PT, etc.  The    
 approval with contingencies may only be granted if: 

 
1. The deficiencies, collectively, do not represent a threat to patient care or a  

         hazard to the general public (this includes lab personnel); 
 

2. The deficiencies can be corrected within a reasonable time (usually, but not 
necessarily, 30 days).  Notable exception to the 30-day rule is when the deficiency 
is inadequate or unsatisfactory space/facilities. In this case, the authorized 
individual from the parent institution must submit a letter outlining a plan of 
corrective action.  

 
The Accreditation Manager will compile a contingency list of the labs that were approved 
with contingencies. The list will indicate the Laboratory, Director, Commissioner, and 
contingency requirement.  The list will be distributed to all members of the ARB within 
two weeks following the meeting.                                                              

 
Commissioners must report at the next ARB meeting on the progress of the lab in 
meeting the contingency requirements. The laboratories that have met the requirements 
will be removed from the list. 
 
The Review Board will decide upon appropriate action for labs that have not met the 
requirements of their contingencies. 

 
     C. Deny or Revoke Accreditation 
 

1.   The deficiencies collectively, represent a threat to patient care and/or a hazard to 
       the general public that the lab is unwilling or incapable of correcting immediately. 
                                                              OR  

 
2. There are substantial deficiencies and the deficiencies cannot be corrected in a    

reasonable amount of time.            OR 
 

3. The laboratory fails to have satisfactory evidence that it has taken steps to correct    
  the problem.  
 
 4. In the case of laboratories with CLIA Certificates using ASHI for deemed status, CMS 

is notified within 30 days by the Accreditation Office. 
 
 5. The laboratory must cease reporting results until the laboratory is re-Accredited,    

unless the laboratory has its CLIA certification from another Accrediting Organization. 
Testing must be sent to a qualified reference laboratory in the interim. 

 
 D. Suspend Accreditation 
 May include one or more categories:   
 

 1. Used when the operation of the laboratory poses a threat to patient care and/or a    
  hazard to the general public and there is evidence that the laboratory is capable and 
  willing to correct the problem(s) in a reasonable time. 
 
 2. There has been no clinical activity in an Area of Accreditation in the last 12 months    
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  with the exception of the areas “Testing for Other Clinical Purposes” and     
  “Transfusion Support” when test methods used are the same as those used for other 
  clinical testing.  The Area of Accreditation may be re-instated when the laboratory  
  shows that clinical activity has resumed and has validated technical competence  
           (the lab must have remained active in proficiency testing).  Reinstatement requires  
  notification from the laboratory in writing that activity has resumed. 
 
 3. In the case of laboratories with CLIA Certificates using ASHI for deemed status, CMS 

is notified within 30 days by Accreditation Office.  Notification should occur    
  within 10 days in cases of immediate jeopardy. 
 
 4. The laboratory must cease reporting results for tests no longer accredited until the    
  laboratory is re-accredited, unless the laboratory has its CLIA certification from    

another Accrediting Organization.   
 

5. Testing must be sent to a qualified reference laboratory in the interim. 
 
 E. Limit Accreditation 
 
 Accreditation is granted in some but not all areas for which the laboratory has applied.  
 Limited Accreditation is given when: 

 
1. Deficiencies sufficient to deny Accreditation are limited to certain areas of     
  Accreditation;                                 OR 

 
2. There are insufficient data submitted for evaluating a certain Area of Accreditation 

 
3. In the case of laboratories with CLIA Certificates using ASHI for deemed status, the 
Accreditation Office notifies CMS within 30 days. 

 
4. The laboratory must cease reporting results for tests no longer accredited until the    
  laboratory is re-Accredited, unless the laboratory has its CLIA certification from    
  another Accrediting Organization.   
 
5. Testing must be sent to a qualified reference laboratory in the interim.  

 
XXII. Issuing Accreditation Certificate and Cover L etter                             
 
 1. Following approval by the full ARB, the laboratory will be issued a new Certificate    
  after on-site inspections with a 2 year expiration date.  The Certificate will list the    

Laboratory Name, the ASHI number, Director name(s), and the Areas of 
Accreditation and  the CLIA number as applicable. 

 
2. After each on-site or interim inspection and upon approval by the ARB, the     
 laboratory will be issued a letter summarizing the decision of the ARB, listing any   
 contingencies, and listing the Areas of Accreditation and methods approved for the    
 laboratory. 

 

XXIII. Egregious Actions requiring immediate action  by ARB                  
 
The following actions are considered egregious and require immediate action including 
notification of CMS within 10 days, for laboratories using ASHI Accreditation to satisfy CLIA 
certification requirements: 
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• Falsifying data; Violations of standard precautions (blood-borne pathogens); 
• Staff size grossly insufficient for workload; 
• Severely deficient and inconsistent Proficiency Testing performance; 
• Working conditions that present a health or safety threat to employees*; 
• Scientific and/or technical incompetence; 
• Any practice that jeopardizes patient care or has the potential to do so. 

   
 

     OSHA must also be notified of safety issues th at present threat to employees 
 

XXIV. ARB Handling of Reported Sentinel Events                                         
 
1. Laboratories must act immediately to correct the situation and provide written notification 
to the accreditation office within 30 days.   
2. The Accreditation Manager will immediately notify the Executive Board of the ARB and 
 the ASHI Executive Board of Directors.  
3. The Executive Board of the ARB will review the details of the event and determine the 
 need for a focused inspection.    
4.  

 All documents must have patient identifiers redacted (blackened out). 
 
XXV.  REQUIREMENT for CLINICAL ACTIVITY in RENEWAL of ACCREDITATION 
                                                                                                                
 
A laboratory may seek renewal of Accreditation only in the areas for which there is clinical 
activity with the exception of “Testing or Other clinical Purposes” and “Transfusion Support” for 
which the laboratory uses the same methods and procedures used in other areas for which 
there is clinical activity.  If no clinical activity has occurred in the past year, Accreditation will be 
suspended in that area until clinical activity resumes and staff competence is validated.  
  

The laboratory should continue proficiency testing if they plan to resume clinical activity in 
the near future. 

• Re-instatement requires notification from the laboratory in writing that clinical activity has 
resumed. 

• A new Accreditation letter is sent following notification of resumed clinical activity. 
 
A laboratory can maintain Accreditation for a Technology that is not currently used by continuing 
to successfully participate in Proficiency Testing that uses that technology. 
 

XXVI.    PERSONNEL CHANGES IN AN ACCREDITED LABORAT ORY 
Vacancies in the Director or Technical Supervisor, Clinical Consultant and/or general supervisor 
positions are potentially detrimental to the continuing performance of a laboratory.  Once a 
laboratory has been granted Accreditation, it is the responsibility of the Laboratory Director or 
appropriate departmental manager or chair to notify the Commissioner of changes in personnel 
at the level of Director or Technical Supervisor, Clinical Consultant or general supervisor. Such 
notification shall be in writing and should be received by the Commissioner within thirty (30) days 
of such a change or vacancy. Failure to provide appropriate notification shall result in immediate 
forfeiture of Accreditation status. 
 

A. Personnel Vacancies 
 

1. Position vacancy: Director or Technical Supervis or 
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• The Commissioner and ARB Manager shall be notified in writing within 30 days of 

termination of the Director or Technical Supervisor's appointment.  
• The laboratory must immediately replace with a qualified individual. A full time or an 

interim Director and Technical Supervisor must be identified.  
• Failure to have a qualified Director and Technical Supervisor during all hours of 

operation results in forfeiture of Accreditation. 
• If the vacated position was by a Director or Technical Supervisor who was also 

serving as General Supervisor, the laboratory Accreditation will be forfeited until 
both these positions are filled. 

 
2. Position vacancy: Supervisor 
 
• The Commissioner and ARB Manager shall be notified within 30 days of a 

vacancy in the General Supervisor's position.  
• A General Supervisor must be present on-site.  The Director/Technical 

Supervisor may serve in this role during the time needed to recruit a new 
Supervisor.  However, the Director must be “on-site” in order to serve as the 
General Supervisor.   

• The Director/Technical Supervisor must submit a plan for division of the 
supervisor's responsibilities between the Director and senior technologists.  It will 
be necessary for the Director to establish the ability to provide the additional time 
commitment necessary. 

 
3. Position vacancy: Clinical Consultant 
 

• The Commissioner and ARB Manager shall be notified in writing within 30 days of 
termination of the Director's appointment.  

• The laboratory must immediately replace with a qualified individual.  
• Failure to have a qualified Clinical Consultant results in forfeiture of Accreditation. 

 
 

 4. All personnel changes and vacancies that may potentially affect Accreditation    
status shall be reviewed by the Accreditation Review Board at their laboratory review 
meetings and will be reported to the ASHI Board and to any agencies for which the 
laboratory has given ASHI the authority to provide required Accreditation information. 

 
 

XXVII. PERSONNEL LICENSURE REQUIREMENTS 
 
Some states require licensure for technologists A copy of the appropriate licenses must be 
included in the application packet. It is the responsibility of the Laboratory Director to inform 
ASHI of any special “licensing” requirements. 
 
 
List of States/Territories with Personnel Licensure  Programs             (as of 04/02/2002)  
 

• California 
• Florida 
• Hawaii 
• Louisiana 
• Montana 
• Nebraska 
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• North Dakota 
• Rhode Island 
• Tennessee 
• West Virginia 

 
 
XXVIII. DOCTORAL LEVEL POSITIONS REQUIRED BY CLIA ‘ 88' and ASHI 
 

1.  CLIA ‘88' requires a doctoral level for three positions 
a. Laboratory Director 

 b. Technical Supervisor for Histocompatibility Testing 
 c Clinical Consultant 

 
2.  Histocompatibility is one of the few specialty areas under Federal Regulations where a 

doctoral level Technical Supervisor is required. One person may fill both Director and 
Technical Supervisor positions in most Histocompatibility laboratories. 

 
3.  One person may occupy all three positions, provided that person satisfies the 

qualifications for all three. 
 

4. Board certification is required for the position of Clinical Consultant.  It is also required for 
the Laboratory Director unless he/she was serving as the Director of an ASHI accredited 
Laboratory on or before February 24, 2003.   A Director or Clinical Consultant with an 
M.D. will meet this requirement if he/she is licensed to practice medicine in the State in 
which the laboratory is located. Directors of non-USA laboratories must be certified and 
continue to be certified by an appropriate professional board or other certifying agency.  

 
5. CMS accepts the Technical Supervisor and Clinical Consultant in Histocompatibility as 

equivalent for the limited Immunohematology (ABO/Rh testing) performed by facilities 
using ASHI Accreditation to meet CLIA requirements. 

 
   6.  The Director Training Review and Credentialing Committee is responsible for reviewing       

new Director and Technical Supervisor qualifications and approving them for the Areas 
of Accreditation and Technologies for which the laboratory is seeking Accreditation. 

 
 

XXIX. Approved Certification Boards 
 
 Current Approved Certification Boards for Clinical Consultants and Directors of High 

Complexity Testing for USA Laboratories are as follows: 
 

ABHI  American Board of Histocompatibility and Immunogenetics 
ABMLI  American Board of Medical Laboratory Immunology 
ABB  American Board of Bioanalysis 
ABMG  American Board of Medical Genetics 
ABMM  American Board of Medical Microbiology 
ABCC  American Board of Clinical Chemistry 
ABFT  American Board of Forensic Toxicology (limited to individuals with a 

Doctoral degree) 
NRCC  National Registry of Certified Chemists (limited to individuals with a 

Doctoral degree)  
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XXX.   Part-Time Directors or Technical Supervisors  – Plan of Action  for providing 
adequate direction  
                                                                                                                         

A. A part-time Director or Technical Supervisor will need to submit to the ARB a 
comprehensive plan of action stating how he/she will fulfill the responsibilities of the 
Director or Technical Supervisor and/or Clinical Consultant, detailing coverage of all 
of his/her laboratories. 

 
B. Delegated responsibilities must be clearly identified.  The person(s) to whom the 

responsibility is delegated must be identified. 
 

C. The plan needs to identify the amount of time and frequency of on-site availability. 
 

D. The plan must provide a mechanism to ensure that all delegated duties are properly 
performed. 

 
E. The Director or Technical Supervisor must have regular interactions with members of 

the Transplant program and must be available to address issues/ problems in a 
timely manner. 

 
F. If the Part-time Director or Technical Supervisor is also the Clinical Consultant, 

he/she must ensure that consultation is available to the clients. 
 
G. The Director or Technical Supervisor is expected to be present for the ASHI on-site 

inspection. 
 

H. Unacceptable inspection outcomes may require an increased time commitment from 
the Director/Technical Supervisor to resolve the problems. 

 
 I. A General Supervisor must be on-site and must meet ASHI and CLIA requirements.    
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XXXI.    NEW AREAS of ACCREDITATION, NEW TESTING CA TEGORIES or NEW 
TECHNOLOGIES                                                                  

 
The information below is to be used to determine the laboratory requirements for the addition of 
new Areas of Accreditation, new Testing Categories, or new Technologies.   
 
New Laboratory:                                                                                                 
Validation packets must be submitted for all methods used in the laboratory.  In addition, the 
Test Data Submission requirements must be met for each new Testing Category   
 
New Testing Category in established laboratories:                                       
The Test Data submission requirements as well as the validation packet must be submitted.    
 
New Directors:     
Appropriate credentials and experience must be approved by the DTRC for all Areas of 
Accreditation for which approval is sought.  In addition, the applicant must submit documentation 
of training and appropriate experience.  See DTRC section below for more details. 
 
New Area of Accreditation for ASHI-approved Directo rs:   
Documentation of training and expertise will need to be submitted to the DTRC.  Approval will be 
given after successful completion of case study reviews and an oral interview.   See DTRC 
policies & procedures on the ASHI website for more details.   
 
 A.  AREAS of ACCREDITATION  are:  

 
HSC/BM Transplantation: Related Donor 

   HSC/BM Transplantation: Unrelated Donor 
   Solid Organ Transplantation: Deceased Donor 
   Solid Organ Transplantation: Live Donor 
   Relationship Testing 
   Histocompatibility Testing for Other Clinical Purposes 
   Transfusion Support 
 
 B.  SPECIAL REQUIREMENTS for AREAS of ACCREDITATIO N 
 
   1.     Solid Organ Transplantation: Deceased Donor :                           

 
• The laboratory must provide 24-hour on call coverage for deceased donor 

workups and be the laboratory of record for the final crossmatch with the 
recipient. 

• HLA Typing, Crossmatch Testing and HLA Antibody Testing must be performed 
by a laboratory accredited by ASHI or by an equivalent Accrediting Organization.  

• If any of these tests are referred to another Accredited laboratory, the referring 
lab must document review and interpretation of results 

• The laboratory performing the final crossmatch must have access at the time of 
the crossmatch to the recipient’s HLA typing and HLA antibody testing results if 
these tests have been performed at another laboratory. 

• Laboratories must be compliant with all relevant ASHI Standards. 
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  2.    Solid Organ Transplantation: Live Donor :                                    
 

• Laboratories must provide HLA typing for both transplant candidates and donors.   
• Laboratories must have policies for regular evaluation of patient antibodies and 

for selection of appropriate crossmatch procedures.   
• HLA Typing, Crossmatch Testing and HLA Antibody Testing must be performed 

by a laboratory accredited by ASHI or by an equivalent Accrediting Organization. 
• If any of these tests are referred to another Accredited laboratory, the referring 

lab must document review and interpretation of results 
• The laboratory performing the final crossmatch must have access at the time of 

the crossmatch to the recipient’s HLA typing and HLA antibody testing results if 
these tests have been performed at another laboratory. 

• Laboratories must be compliant with all relevant ASHI Standards. 
 
  3. Transfusion Support , the laboratory must:                       
   

• Perform HLA typing, antibody screening/identification for patients (HLA/ Platelet/ 
or Granulocyte antibody testing for patients) 

• Provide interpretive notes on results of testing  
• Make recommendations for selection of donors for platelet or granulocyte 

transfusion 
 

C. TECHNOLOGIES are: 
Serology  

   Molecular – Polymorphism analysis  
   Sequencing / Fragment Analysis  
   Flow Cytometry  
   Cellular 
   ABO/Rh  
 
Technologies: Testing Categories: Methods included under Technology: 
Serology/Solid Phase HLA Typing 

Crossmatching 
HLA Antibody Screen/ID 
Relationship Testing 

Cytotoxicity,  
ELISA,  
Microarray 

Molecular- 
Polymorphism Analysis 

HLA Typing 
Parentage Testing 

SSO, rSSO, SSP, RFLP  

SBT / Fragment 
Analysis 

HLA Typing 
Chimerism/Engraftment 
Parentage Testing 

Sequencing,  
STR, VNTR,  
 

Flow Cytometry Crossmatching 
HLA Antibody Screen/ID 
Immunophenotyping 

Methods for Quantitation,  
Direct Labeling, Indirect Labeling, 
Internal Labeling, External Labeling 

Cellular  MLC, PLT, CTL,  
Mitogen or Antigen stimulation, and  
Immune Cell Function (ex. e.g., by 
measuring thymidine incorporation or 
ATP production) 

ABO/Rh  ABO grouping, Rh typing,  
anti-A1 titers 

   Other methods not listed above will be reviewed for determination of appropriate Technology area.  
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D.   Adding New Technology or Testing Category for previously ASHI-approved 
Director or Technical Supervisor                                                                                                                  
 
The Accreditation Review Board (ARB) will process the validation for new Technologies or 
Testing Categories and will no longer require separate DTRC approval. 
 
 1. If the Director or Technical Supervisor was involved in the validation of a new 

Technology or Testing Category, then the validation packet submitted to the 
Commissioner is sufficient documentation of training and review. 

 
 2. If the Director or Technical Supervisor moves to a laboratory that does a Technology or 

Testing Category for which he/she was not previously approved, the Director or 
Technical Supervisor must submit a log of case reviews to the Commissioner. (Include 1-
2 case studies with data for each Technology or Testing Category.) This should be 
completed prior to the on-site inspection for a New Director. 

   
For new Technologies and Testing Categories the minimum number of cases required 
for review is: 
 
 50 HLA typings     10 Cellular assays 

20 HLA crossmatch tests   10 Engraftment studies 
50 HLA antibody screens/IDs   10 Flow Phenotype cases 
50 Parentage testing cases      

 
3. The Director/Technical Supervisor must demonstrate sufficient experience with the 

Technologies or Testing Category employed in order to know their strengths and 
limitations. The following documents must be submitted to ensure that the test is working 
properly, that the Director/Technical Supervisor is able to interpret results correctly and 
troubleshoot when necessary.  The QC and QA program must be in place and 
functioning for the new Technology or Testing Category. 

• Signed copies of QC data  
• Signed copies of proficiency testing reports  
• Signed copies of procedures and protocols in use in the laboratory 
• Evidence of review of worksheets by applicant with recognition of potential 

or actual problems 
• Description of action taken to address problems with testing 

 
Adding new METHODS –                                                                      
For established laboratories that wish to add a new Method under a Technology or 
Testing Category for which the laboratory already has Accreditation, only the Validation 
Packet needs to be submitted to the Commissioner.  This can be done at any time and 
does not have to coincide with an on-site inspection.  Once the validation is complete, 
clinical results can be reported. Once the validation packet  has been reviewed by the 
Commissioner and approved by the co-Chair, a new Accreditation letter indicating the 
new Method will be issued to the laboratory. 

 
E.  NEW TESTING CATEGORIES  

  The Commissioner must thoroughly and carefully review the Accreditation material for a    
  new HLA Laboratory or an established laboratory that is adding a new Testing Category 
   for which they have not been previously accredited.   
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          Testing Categories:   
HLA Typing  
Crossmatch Testing  
Antibody Testing 
Cellular Assays 
Engraftment Studies  
Immunophenotyping by Flow Cytometry 
Relationship Testing 

 
  1. Purpose 
   Laboratories must be evaluated for test performance and outcome prior to     
   Accreditation. This evaluation process includes not only a review of results of    
   proficiency test surveys, but also of tests performed during the various situations    
   unique to the laboratory.  These situations include tests performed on individuals in  
   varying states of health and tests performed using various types of material (blood,  
   lymph nodes, spleen, etc.).  
 
   The purpose of these guidelines is to describe the minimum acceptable data for    
   those tests used in histocompatibility testing and patient assessment, which must  
                   be submitted by all laboratories in order to become accredited.   
 
   For purposes of these guidelines, a new laboratory must submit the data described    
   below for all new Testing Categories.  The Validation samples may be used to    
   partially fulfill these requirements.  Cases used in the Director portfolio may also be    
   applied to this requirement, when appropriate for both. 
 
   Parallel Testing:   

Data requested from a parallel blind study with a reference laboratory requires that 
both the applicant and reference laboratory independently  send  their respective 
results to the Commissioner. 

 
   Case Studies: 

 Data that are requested as a Case Study should include test results, worksheets, 
 and sample reports with interpretative comments.   

 
  2.     Data Submission Requirements for Adding Ne w Test Categories  
          Laboratories must submit the following data if the method being validated falls    
          into a testing category for which the laboratory has not previously been     
         accredited.  If the Director is also submitting a portfolio, the same cases may be    
         used to fulfill the Director Review Requirements and the laboratory testing    
         requirements, when appropriate for both. 
 
       a.    HLA Typing Data 
 

 HLA Typing data must be submitted on a minimum of 50 typings , with all patient 
identifiers removed from each document.  Such data should also include all 
worksheets and interpretations.  (A minimum of 20 typings must be submitted for 
each typing method used in the laboratory)  Ten of these typings must be 
submitted as Case studies (see #5 below). 

 
Sufficient data must be submitted so that each of the major antigens is represented. 
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Submitted data must include tests that were performed by each technologist involved 
in clinical testing. 

 
Procedures and reagents used to perform typings must be described in the applicant 

laboratory’s procedure manual. 
 

Case Studies:  
 A minimum of ten case studies must be submitted.  These should include 
 interesting cases, if possible, that show the laboratory’s ability to accurately type, 
 troubleshoot, interpret, and correlate results with other testing information. 

 
 The Case Studies must include each of the major types of patients for which the 
  laboratory will perform tests (i.e. hemodialysis patients, potential heart transplant   
 recipients, deceased donors, bone marrow patients, etc.). 

 
 The Case Studies must include test results on each of the various typing 
 materials that will be used by the laboratory (e.g. peripheral blood, pre-recovery 
 deceased donor blood, lymph nodes, spleen, etc.).   Laboratories without access 
 to a particular type of sample may request that it be supplied by another ASHI-
 accredited laboratory.   

 
Blinded Parallel Testing:   

 As partial fulfillment of the requisite number of typings for Accreditation, the 
 applicant center must submit external blinded parallel validation tests.   The 
 number of blinded samples required must be equivalent to the number provided 
 by the PT program in which the laboratory is subscribed.  The phenotypic identity 
 of these reference samples must not be revealed to the applicant laboratories 
 prior to submission of their results. 

 
 The blinded parallel testing results are submitted independently to the 
 Commissioner for review and may include the following: 
 

Specimens tested in parallel with another ASHI-accredited laboratory 
Well-characterized reference materials (ASHI repository, commercial panels, 

etc) 
A complete set (one year) of proficiency testing with graded results 
A combination of the above (if c is partial) 

 
           b.   Crossmatch Testing Data 
 

For each crossmatch method used, the applicant laboratory must submit results 
from a minimum of 20 tests  collectively performed on the various types of 
material it will be receiving for crossmatch testing as follows: 

 
5 subjects tested using lymph nodes* 
5 subjects tested using spleen* 
5 subjects tested using pre-recovery deceased donor blood* 
5 subjects tested using living donor blood 
5 subjects tested using autologous blood 

                          *May be omitted if not part of the laboratory’s protocol. 
 

Multiple materials from the same subject (ex. Blood, lymph nodes, spleen) may 
be used for crossmatch comparisons. 



65 
 

 
Submitted data must include tests that were performed by each technologist 
involved in clinical testing. 
 
Procedures and reagents used to perform typings must be described in the 
applicant laboratory’s procedure manual  

 
Data to be submitted: 

Crossmatch reading sheets and/or worksheets 
List of fluorochromes used by the laboratory (Flow crossmatch) 
Donor and recipient HLA typing results 
Results of antibody screen of serum samples 

 
Blinded Parallel Testing 

The number of blinded samples required must be equivalent to the number 
provided by the PT program in which the laboratory is subscribed.  The 
results must not be revealed to the applicant laboratories prior to submission 
of their results. 

 
The blinded parallel testing results are submitted independently to the 
Commissioner for review and may include the following: 

 
• Specimens tested in parallel with another ASHI-accredited laboratory 
• A complete set (one year) of proficiency testing with graded results 
• A combination of the above  
• Acceptable performance on blinded parallel testing is 80% or greater 

concordance. 
 

  c.       HLA Antibody Screen and Antibody Identif ication Test Data 
 

    HLA antibody testing results must be submitted on a minimum of 50 samples , with 
all patient identifiers removed from each document.  Such data should include all 
worksheets and interpretations. (A minimum of 20 testing analyses must be 
submitted for each antibody screen/identification method used in the laboratory.) 

 
    Data to be submitted: 

• Number of subjects in cell/bead/ELISA panel or number of antigens in 
single antigen panels 

• Number of subjects yielding a positive result 
• Antibody specificities identified 
• Patient self antigens 
• Interpretive comments, as appropriate. 

 
Sufficient data must be submitted so that specificities to each of the major CREG         
groups are represented. 
 
Submitted data must include tests that were performed by each technologist 
involved in clinical testing. 
 
 Procedures and reagents used to perform testing must be described in the 
applicant laboratory’s procedure manual. 

 
Blinded Parallel Testing 
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The number of blinded samples required must be equivalent to the number 
provided by the PT program in which the laboratory is subscribed.  The results 
must not be revealed to the applicant laboratories prior to submission of their 
results. 

 
The blinded parallel testing results are submitted independently to the 
Commissioner for review and may include the following: 

 
• Specimens tested in parallel with another ASHI-accredited laboratory 
• A complete set (one year) of proficiency testing with graded results 
• A combination of the above  
• Acceptable performance on blinded parallel testing is 80% or greater 

concordance. 
 

  d. Cellular Assay Data 
  MLC Tests -    Results of MLC tests for10 donor-recipient pairs. 

 
Data to be submitted: 

HLA phenotypes of subjects tested and controls 
All raw data including tapes from scintillation counters, data on replicates and 

calculations. 
Report of results along with an interpretation. 

 
        Other Cellular Assays –   10 case studies 
 
  e. Engraftment/Chimerism Analysis Test Data 

                       Results for 10 Post-Transplant Engraftment/Chimerism Analyses for at least  
                                                 5 different donor/recipient pairs 

 
Data to be included: 

Alleles/phenotypes used for analysis for the recipient pre-transplant, the 
donor and the recipient’s post-transplant sample. 

All raw data including computer printouts and calculations 
Reports of results including interpretative comments 

 
   Blinded parallel testing  

The number of blinded samples required must be equivalent to the number 
provided by the PT program in which the laboratory is subscribed.  The results 
must not be revealed to the applicant laboratories prior to submission of their 
results. 

 
The blinded parallel testing results are submitted independently to the 
Commissioner for review and may include the following: 

 
• Specimens tested in parallel with another ASHI-accredited laboratory 
• A complete set (one year) of proficiency testing with graded results 
• A combination of the above 
• Acceptable performance on blinded parallel testing is 80% or greater 

concordance. 
 

 
  f. Immunophenotyping by Flow Cytometry Data 
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   1. Results for 10 phenotype tests for different patients 
 
   2. Data to be included 
   a.    Cell Surface Markers tested for and reagents used 
                       b.    All raw data including computer print-outs and calculations 
                        c.    Reports of results including interpretative comments 

 
  3.  Blinded Parallel Testing  

The number of blinded samples required must be equivalent to the number 
provided by the PT program in which the laboratory is subscribed.  The results 
must not be revealed to the applicant laboratories prior to submission of their 
results. 

 
The blinded parallel testing results are submitted independently to the 
Commissioner for review and may include the following: 

 
• Specimens tested in parallel with another ASHI-accredited laboratory 
• A complete set (one year) of proficiency testing with graded results 
• A combination of the above 
• Acceptable performance on blinded parallel testing is 80% or greater 

concordance. 
 

g. Parentage Testing Data 
1.   50 Cases 

 2.     1 year PT results or equivalent blinded parallel testing 
The number of blinded samples required must be equivalent to the number 
provided by the PT program in which the laboratory is subscribed.  The results 
must not be revealed to the applicant laboratories prior to submission of their 
results. 

 
The blinded parallel testing results are submitted independently to the 
Commissioner for review and may include the following: 

 
• Specimens tested in parallel with another ASHI-accredited laboratory 
• A complete set (one year) of proficiency testing with graded results 
• A combination of the above 
• Acceptable performance on blinded parallel testing is 80% or greater 

concordance. 
 
 
XXXIV.   VALIDATION of NEW METHODS / TECHNOLOGIES             
 
A. New Laboratories  must submit the validation data for each of the methods  
 used in the laboratory.  This material may also be used to partially fulfill the  
 requirements for Test Data Submission required from new laboratories. 
 
B. Accredited laboratories   

Addition of new method in Technology for which laboratory is already approved: 
• Must submit complete validation materials to the Commissioner for review. 
• Upon approval by the Commissioner and co-Chair, the new methodology will 

be added to the Accreditation letter.  
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Addition of method that falls under Technology for which laboratory has not  been 
previously approved: 

� Must meet requirements for Test Data Submission if method falls under a 
Testing Category for which the laboratory has not been previously accredited. 

 
� Must submit complete Validation material. 

 
� Must submit Blind Parallel Testing – the number must be at least equal to 8 

challenges (blind Proficiency Testing cannot be compared by 2 labs with the 
same Director). Acceptable performance is 80% or greater concordance. 

 
� The validation material may be used to partially fulfill Test Data requirements 

if the testing falls under a new Testing Category. 
 

� A focused on-site inspection will be required if not done with regular on-site 
inspection. 

 
C. Requirements for Validation of New Methods                

 
The following materials must be submitted to the Commissioner for review: 
 Note:  clinical results can be reported when validation is complete but the validation 
packet needs to be submitted in a timely manner and Commissioner approval is required 
before the new method will be added to the Laboratory’s accreditation letter:   

 
• Summary of the internal validation data and interpretation of data by the 

Director; 
• The step-by-step procedure; 
• The protocol for use of the procedure; 
• The program for personnel training; 
• Documentation of the competency of personnel who will be performing the 

test and reviewing the test results; 
• Performance specifications to include accuracy, precision, sensitivity, 

specificity, reportable range of test results, normal values, limitations, and 
any other relevant characteristics; 

• Quality control procedures; 
• Calibration data for necessary equipment (from Commissioner’s 

Checklist); 
• Parallel Testing with Reference Samples or samples tested with approved 

method; (The parallel testing must be done in a blinded fashion if the 
method is under a Technology for which the laboratory is not yet 
accredited.) 

o A minimum of 20 parallel testing results – include an example of 
worksheets if not blinded 

o Include a variety of test results (different antigens, antibody 
specificities, etc.) 

• Parallel testing with another approved method in-house is acceptable if 
the new methodology does not represent a new Technology.    

• For a new Technology, a blinded parallel test must be submitted. 
The blinded parallel testing results are submitted independently to the 
Commissioner for review and may include the following: 

Specimens tested in parallel with another ASHI-accredited 
laboratory 
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Well-characterized reference materials (ASHI repository, 
commercial panels, etc) 
A minimum of 8 blind parallel samples or external proficiency 
testing 

  A combination of the above  
• The laboratory must be enrolled in an approved PT program. 

 
 D.       Validation Checklist is Appendix I. 
 
XXXV.      ADDING NEW AREAS of ACCREDITATION or NEW  TECHNOLOGY  

  OUT of CYCLE                                                          
 
Established laboratories may add new Areas of Accreditation or new Technologies out of their 
normal inspection cycle.   
 
1. If this is an Area of Accreditation for which the Director or Technical Supervisor  has not 

been previously approved, a Director or Technical Supervisor Portfolio will be required.  The 
Director or Technical Supervisor should supply the documentation of training and expertise 
along with case files for review.  The Chair of the Director Training Review committee can be 
contacted for further clarification, if needed.   

  
2. The Laboratory must submit Validation Packets for all new methods to the ARB 

Commissioner.  Additional Test Data must be submitted if the methods fall wit hin a 
Testing Category not previously Accredited .  See detailed sections above regarding 
requirements for Validation of Methods and Test Data Submission. 

 
3. Upon approval of the Director or Technical Supervisor Training, Test Data Submission, 

and/or Validation Packet, the Accreditation Manager will arrange for a “focused inspection” 
for the addition of a new Area in the next available cycle.  . The ARB may waive the need for 
a “focused inspection” for the addition of a new Technology.    The laboratory will bear the 
cost associated with the focused inspection for the addition of a new Area of Accreditation or 
Technology.   

 
4. Following approval of the ARB an updated certificate and/or letter, using the same expiration 

date as the original certificate will be issued.  The new Area of Accreditation or new 
Technology will be added to the certificate and/or letter with an effective date of approval for 
the new Area of Accreditation noted. 
      Note:   Addition of a new method under a previously approved Technology does not  
            require an on-site inspection in any case  nor any additional Test Data Submission.  

The Laboratory needs to complete a validation package as described above and 
submit the validation materials directly to the Commissioner for review.  The 
Commissioner will send the materials to the Accreditation Manager for archiving.  

 
XXXVI. ADDING A NEW METHOD under a PREVIOUSLY APPRO VED   
  TECHNOLOGY 
 

Adding a new method that is included under a previously approved Technology will not 
require a focused inspection. 
 
The laboratory must submit a Validation Packet to the Commissioner as described in 
“Validation Studies” above.  Parallel testing with the laboratory’s previous method can be 
submitted.  Blind parallel testing is not needed unless the level of resolution for HLA typing 
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or antibody sensitivity for PRA testing makes parallel testing with the previous method 
unsatisfactory. 
 
The Commissioner will review the Validation packet for completeness and discuss results of 
the parallel study with the co-Chair.  If the Commissioner and co-Chair approve the 
Validation Packet, the Accreditation Manager will be notified.   
 
The Commissioner will fill out a Checklist to verify that the all components of the Validation 
Packet were received, reviewed, and approved.  The Commissioner will discuss and resolve 
any issues concerning the validation packet with the co-Chair.  
 
Upon approval by the ARB, the laboratory’s letter will be modified to include the new method 
and the effective date for the approval of the new method. 

 
 
XXXVII Approach for Accreditation for New Methods/T echnology     
            
As new methods/technologies emerge, or the ARB adds new testing categories, and 
laboratories seek accreditation, it is the responsibility of ASHI to determine if it is within the 
purview of testing for Immunogenetics and Transplantation. If so, we will determine if we have 
the appropriate standards and expertise to be able to inspect for accreditation of laboratories for 
each new method/technology. 
 
An Ad Hoc committee needs to be formed (and chaired by an ARB member) to address the 
issue of accreditation for each new method/technology or testing category.  
 
The committee will consist of the following: 

• ARB member(s ) 
• QAS committee member(s) 
• Person(s) with expertise in the method/technology or testing category 

 
The Ad Hoc Committee will advise the ARB of the need for the  following: 

• Inspector Training module 
• New standards if present standards are not sufficient (QAS) 

Appropriate forms of PT or equivalent 
 
 
XXXVIII. REFERENCE TESTING 
 

HLA testing may only be outsourced to another ASHI Accredited laboratory or to an ARB 
approved laboratory.  USA laboratories may only outsource testing to a CMS certified 
laboratory..  A copy of the current  Accreditation and CMS Certificates of the reference 
laboratory must accompany the accreditation packet. 

 
 
 
XXXIX. ACCREDITATION APPEAL PROCESS 
 
A. Introduction 
 
The ASHI Laboratory Accreditation process involves a multilevel evaluation by a Commissioner, 
Co-Chair, and, on alternate years at a minimum, an on-site Inspector.  The final review is 
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performed by and the outcome of the evaluation determined by the entire Accreditation Review 
Board, which is comprised of the Program Director who serves as a non-voting chair (except 
when a tiebreaker is needed), the Co-Chairs, and the Commissioners.  The structure of this 
process provides a high assurance of a thorough, fair, and impartial evaluation of compliance 
with the minimum standards that must be followed to ensure reliable test results.   
 
Nonetheless, when Accreditation is denied, revoked, suspended or limited, the applicant shall 
have the opportunity to appeal the decision.  Exceptions: Applicants who refuse to cooperate 
with reasonable requests for information, data, or documentation; who deny an Inspector access 
to the laboratory for purposes of performing an on-site inspection; or who knowingly and willfully 
obstruct the evaluation process shall not have the right to appeal the Board’s decision. 
 
B. Notice of the Appeal Process 
  
A copy of the appeal process must be sent to each applicant whose Accreditation has been 
denied, revoked, suspended or limited with the notice of this decision from the Accreditation 
Review Board.  Following receipt of the decision, the applicant will have 30 calendar days in 
which to file an appeal. If Accreditation was suspended due to potential threat or hazard to 
patients and/or the general public, an applicant shall have 5 days after notification of 
suspension, denial, or revocation of Accreditation, to file an appeal.  For laboratories applying for 
Accreditation renewal, Accreditation in the previously approved categories shall remain in effect 
for 30 days following revocation/suspension of Accreditation and throughout the appeal process 
until a decision is rendered by the Appeal Board except in cases in which the 
revocation/suspension is based on jeopardy to patient care or an immediate threat to public 
welfare.  In these latter instances, the Accreditation revocation/suspension is effective 
immediately and remains in effect throughout the appeal process. 
 
C. Composition of Appeal Board 
   
The three member Advisory Committee, comprised as defined in the Accreditation Program 
Operations Manual, shall constitute the Appeal Board with the most senior member serving as 
Chair of the Appeal Board.  In the event there are not three individuals free of conflict of interest, 
the Chair of the Appeal Board shall appoint additional members, as needed, to achieve a three 
member board.  All members of the Appeal Board must have served on the Accreditation 
Review Board (or Accreditation Committee, prior to 1999) for at least 2 years and preference 
should be given to those who have served as Chair, Co-Chair, or Program Director.  Current 
members of the Accreditation Review Board may not serve on the Appeal Board.  The current 
Program Director shall serve as an ex officio member of the Appeal Board.  The opinion of the 
Accreditation Program’s legal counsel is that three members are sufficient for an impartial and 
objective Appeal Board and will provide a decision in every case (i.e., no “tie” votes).   Upon 
proper showing of just cause by the applicant, a member(s) of the appeal board may be 
replaced.  The applicant must show just cause within five days of receipt of notification of the 
appeal board composition.  The basis of just cause will be reviewed by the Accreditation 
Program’s attorney, when time permits, and the validity of the request will be determined by the 
Appeal Board. 
 
D. Documentation of the Appeal Basis  
 
Applicants must submit documentation to substantiate their basis for appeal.  This 
documentation must be sent with their notice to file an appeal. Conditions that warrant an appeal 
include: 
        1.   Bias or misrepresentation by anyone involved in review of the laboratory, i.e., the 
              Inspector, Commissioner, or Co-Chair. 
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         2.  Information or data existing at the time of the review, but not made available to the 
              Review Board. 

 
Documentation is limited to information and data that existed at the time of the initial review and 
may NOT include or refer to any subsequent action or data. 
 
E. Appeal Board Review and Hearing (if granted)  
 
The Appeal Board will review the applicant’s documentation as well as pertinent documentation 
from all other relevant parties including the Inspector(s), Commissioner, and Co-Chair.  The 
Appeal Board will decide if the documentation warrants a reconsideration of the Review Board 
decision through an Appeal Hearing.  If warranted, this hearing must be held within 28 days of 
the filing of the appeal.  The following parties shall have the opportunity to address the Appeal 
Board at the hearing: the Director of the applicant laboratory and any other employee of the 
laboratory or parent institution of the laboratory; the Inspector(s), the Commissioner, the Co-
Chair; and any other individuals deemed appropriate or necessary by the Appeal Board or the 
applicant. 
 
F. Actions of the Appeal Board 
 
Following their initial review of documentation, the Appeal Board finds that a hearing is not 
warranted, the decision of the Accreditation Review Board stands and becomes effective upon 
written notification to the applicant. If a hearing is granted, the Appeal Board will discuss and 
reach a decision immediately following the hearing of all pertinent and interested parties.  If 
basis to reverse or modify the decision of the Review Board is found, the applicant will receive 
written notification of this decision and the applicant’s Accreditation status will remain in effect, 
for a renewal, or take effect on the date of the decision, for a new application. 
 
G. Accreditation Status and Notification to Deeming  Organizations  
 
For applicants filing an appeal for a decision effecting the renewal of their Accreditation, the 
Accreditation will remain in effect until the Appeal Board renders a decision, UNLESS 
Accreditation was suspended or revoked because of immediate threat or hazard to patient care 
or the general public (see below).  The appeal process shall be completed in non-emergent 
situations within 30 days.  If the decision to deny, revoke, suspend or limit is upheld by the 
Appeal Board, all appropriate deeming or contract organizations, for which the applicant has 
given written consent for ASHI Accreditation to be used to fulfill Accreditation or certification 
requirements, will be notified of the change in Accreditation status for that laboratory during the 
next business day.  If the decision is to reverse the Accreditation ruling, then the laboratory’s 
Accreditation status shall be reinstated retroactively to the date of suspension. 
 
If Accreditation was suspended due to potential threat or hazard to patients and/or the general 
public, an applicant shall have 5 days to file an appeal. The Appeal Board must consider the 
appeal and render a decision within the next five days.   If the decision is to reverse the 
Accreditation ruling, then the laboratory’s Accreditation status shall be reinstated retroactively to 
the date of suspension.  If the decision is upheld, notification shall be sent immediately to the 
appropriate organizations.  
 
H. Expenses and Fees                                                                              
 
Individuals/institutions appealing the decision of the Accreditation Review Board shall be 
responsible for all expenses associated with the appeal process, in the event the initial decision 
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of the Review Board is upheld.  A check, bank draft or money order in the amount of a specified 
filing fee must accompany all appeals (see Accreditation Manager for current filing fee).  One 
third of this fee is non-refundable.  All appeals must be accompanied by a notice, signed by an 
authorized member of the applicant institution, which obligates the institution to reimburse ASHI 
for all expenses associated with the appeal process, in the event the initial decision of the 
Accreditation Review Board is upheld.   
 
Such expenses shall include but are not necessarily limited to:  

• photocopying and shipping documents;  
• legal fees;  
• communication costs;  
• travel expenses of members of the Appeal Board and individuals whose presence at the 

appeal board hearing is requested;  
• printing expenses;  
• clerical/secretarial expenses;  
• efforts of the Accreditation Manager, Association Manager and any other member of the 

Society’s management staff (cost to be accrued at the rate of hours spent times the sum 
of the hourly wage plus fringe benefits); time contributed by the Appeal Board, Review 
Board, and Inspector(s) (see Accreditation Manager for current fee schedule);  

• all costs associated with any ad hoc inspection(s) deemed necessary by the Appeal 
Board. 

 
I.  Procedure for 30 Day Time Line 
 

When Accreditation is denied, revoked, suspended, or limited, the form “Notification of Right 
to Appeal”, instructions for filing an appeal, the financial obligation document, and the 
description of the appeal process are to be sent along with the notification of the 
outcome of the evaluation process. 

 
Immediately upon receipt of Appeal documents, the Accreditation Manager or his/her 

designee is to verify that the materials submitted include the following: 
 a. Five (5) copies of all documents submitted in support of the appeal. 
 b. A check for the filing fee.  (The current filing fee is $1500). 

c.   Properly signed and notarized statement of financial obligation. 
d. Five copies of an Executive Summary of the basis of the appeal 
 

Review of the received materials must be completed by close of business of the next 
working day following receipt of same. 

 
Immediately upon completion of the audit of submitted materials, the Accreditation Manager 
or his/her designee shall take action as follows: 
 

a.   If all required materials have been submitted: 
 

� Notify the ARB members and the Chair of the Appeal Board 
 

� Ship copies of the Appeal documents, Executive summary, Application 
Packet, Inspector’s checklist, Inspector’s Summary Report, 
Commissioner’s report, any pertinent documents relevant to the laboratory 
evaluation process, and instructions for the appeal process to the 
Program Director and the members of the Appeal Board.  This must be 
completed by close of business within 2 business days following receipt of 
the appeal materials.  Materials are to be shipped to arrive the next day. 
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  b. If the materials submitted are incomplete, notify the applicant that there are  

  deficiencies and that the necessary materials must be provided within 2 business 
days 

  
c. If, after such notification, the required materials are not received within the next 2 

days, the appeal is considered denied. 
 

As soon as the Appeal Process is initiated, the Accreditation Manager is to begin tracking 
costs and is to provide log sheets to those who need to track costs they or their institution 
may incur. 
 
The Accreditation Manager is to arrange for a conference call to take place within 7-10 
calendar days following receipt of the materials.  Present on the conference call are to be: 
the members of the Appeal Board, the Program Director, and the Accreditation Manager 
acting as scribe.  The Appeal Board chair should notify the Accreditation Manager, in 
advance, if the Program’s legal counsel should be notified that it may be necessary to have 
him/her participate in part or all of the conference call.  Further, the Appeal Board chair shall 
be free to contact the legal counsel, in advance, if needed. 
 
The purpose of the conference call is to determine if an appeal hearing is warranted.  The 
criterion for deciding in favor of holding an appeal hearing is clear evidence suggesting that 
the decision of the ARB was not justified.  The basis for this criterion is that the process of 
evaluation and, in particular, of reaching a decision to withhold Accreditation involves 
thoughtful and extensive review of data and deliberation by a large group of knowledgeable 
individuals and that the standards against which laboratories are measured are the minimal 
standards necessary to assure reliable test results.  The course of the appeal process is 
determined by the decision about the appeal hearing as follows. 
 

   a. If the Appeal Board determines to uphold the decision of the Accreditation Review 
Board (i.e., that a hearing is not warranted), the actions to be taken are: 

  i.  summarize key points identified by the Appeal Board and transmit these 
findings from the Appeal Board chair to the Program Director, in writing, within 
one business day; 

  ii. prepare the notification letter to be sent to the applicant; 
  iii.   prepare an invoice of the expenses incurred, to be sent to the applicant. 

 
   b. If the Appeal Board determines that a hearing is warranted, the actions to be taken 

are: 
 i. The Accreditation Manager is to determine what dates, within the next 10 

calendar days, are acceptable for a meeting of the members of the Appeal 
Board; what, if any, additional documents or information are needed by the 
appeal Board; who the Appeal Board wishes to interview during the hearing 
and, of those, who may be interviewed by teleconference and whose presence 
at the hearing is required; and two cities that are possible sites for conducting 
the hearing. 

  ii. The Appeal Board Chair is to prepare a summary of the Board’s findings to be 
submitted to the members of the ARB. The summary is to be submitted, by 
email, to the Accreditation Manager, by email, within 1 business day of the 
conference call and forwarded, immediately, to members of the ARB.  ARB 
members are to submit comments, by email, to the Program Director, within two 
business days of receipt of the email. 
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  iii. The Accreditation Manager is to contact all parties who are to participate in the 
hearing and arrange the meeting for the optimal date.  Travel costs for 
members of the applicant institution are not the responsibility of ASHI. 

  iv.   At a minimum, the hearing shall be attended by the Appeal Board members and 
the Accreditation Manager.  At the discretion of the Appeal Board, the Program 
Director or the ASHI President shall also attend. 

 
Prior to the meeting, the Appeal Board members are to submit to the chair, any 
questions they feel should be asked during the hearing.  The Program Director is to 
provide, to the Chair a summary of the responses of the ARB to the Appeals Board’s 
summary statement.  All materials should be forwarded to the Appeal Board chair no 
later than two business days prior to the hearing unless the meeting date precludes 
meeting the 2 business day deadline.  The Appeal Board Chair is to collate material 
received from the Program Director and the other Appeal Board members and also 
prepare an agenda for the hearing.   
 
Prior to the hearing, the Appeal Board is to meet to determine the final agenda and 
strategy for the hearing.  Each individual called on to testify shall answer any questions 
posed by the Appeal Board and shall have a maximum of 15 minutes to provide open 
testimony.  Testimony must be limited to information about the evaluation - i.e. evidence 
supporting or contesting the lab’s compliance with standards. 
 
During the hearing, the Appeal Board shall be free to recall any witness where 
clarification of information is crucial to the decision-making process.  The testimonies 
given during the hearing will be documented by a court recorder. 
 
At the conclusion of the hearing the Appeal Board shall meet to determine whether the 
original decision will stand or be reversed.  In their deliberations, the Board shall consider 
only facts related to the laboratory’s compliance with standards and not to the nature of 
the evaluation process, the consequences of its decision, or the politics of the situation.  
The Appeal Board is to reach a final decision prior to leaving the meeting site or within 
one business day. 
 
Within 24 hours of the appeal hearing, the Appeal Board Chair is to prepare a statement 
summarizing the basis of the Board’s decision.  In cases in which the initial evaluation of 
the ARB is upheld, the statement may be as simple as that the Board found that all the 
deficiencies cited were in existence at the time of the evaluation or that there were 
deficiencies sufficient to warrant the decision of the ARB.  In cases in which the ARB’s 
decision is reversed, the statement will elucidate those citations that the Appeal Board 
found to be in error.  This summary statement is to be communicated to the Program 
Director and the Accreditation Manager. 
 
Upon receipt, and prior to the expiration of the 30 day period, the Program Director is to 
prepare a cover letter, informing the applicant of the findings of the Appeal Board and the 
ARB’s action to either enforce their original decision or reinstate/grant Accreditation, and 
send this, by certified mail or traceable courier delivery, to the applicant.  In cases in 
which the ARB’s initial decision is upheld, the Accreditation Manager is to prepare an 
invoice of the expenses and submit this to the applicant.  Payment of the invoice is due 
within 60 days of receipt.  In cases in which the ARB’s decision is upheld, the applicant 
will be notified that they have a right to re-apply for Accreditation.   
 
If the decision to deny, revoke, suspend, or limit Accreditation is upheld by the Appeal 
Board, all appropriate deeming or contract organizations, for which the applicant has 
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given written consent for ASHI Accreditation to be used to fulfill Accreditation or 
certification requirements, are to be notified during the next business day. 

 
J. APPEAL PROCESS 
 
10 Day Time Line 
 
The 10-day Appeal Process time line is for an immediate jeopardy situation.  In the event of an 
immediate jeopardy, action on the Accreditation status of the laboratory does not wait for full 
Accreditation Review Board Review.  Immediate jeopardy is declared by the Inspector on the 
day of the inspection after consultation with the Commissioner, co-chair, program Director, or 
any combination of the three. 
 

• The Appeal Process under the 10-day time line shall follow the same general guidelines 
as for the 30-day time line.  The following exceptions shall be imposed: 

 
• The applicant laboratory shall have one business day after receipt of the Appeal Board 

composition to show just cause to replace one member of the Appeal Board. 
 
• The applicant shall have 3 business days in which to submit the appeal documents and 

must forward these directly to the members of the Appeal Board. 
 

• The Accreditation Manager shall have 3 business days to solicit additional input from the 
members of the ARB and these responses shall be sent directly to the members of the 
Appeal Board. 

 
• The Appeal Board shall meet on site or by teleconference within 10 days of the ARB 

decision to revoke Accreditation.  The Appeal Board shall render its decision to uphold or 
reverse the decision of the ARB. 

 
K. INSTRUCTIONS FOR FILING AN APPEAL 
 
 1. Background and Introduction 
 

The ASHI Laboratory Accreditation process involves a multilevel evaluation by a 
Commissioner, Co-Chair, and, on alternate years at a minimum, an on-site Inspector.  The 
final review is performed by and the outcome of the evaluation determined by the entire 
Accreditation Review Board, which is comprised of the Program Director who serves as a 
non-voting chair (except when a tie-breaker is needed), the Co-Chairs, and the 
Commissioners.  The structure of this process provides a high assurance of a thorough, fair, 
and impartial evaluation of compliance with the minimum standards that must be followed to 
assure reliable test results.   

 
Nonetheless, when Accreditation is denied, revoked, suspended or limited, the applicant 
shall have the opportunity to appeal the decision.  Exceptions: Applicants who refuse to 
cooperate with reasonable requests for information, data, or documentation; who deny an 
Inspector access to the laboratory for purposes of performing an on-site inspection; or who 
knowingly and willfully obstruct the evaluation process shall not have the right to appeal the 
Accreditation Review Board’s decision. 

 
 2. Description of the Process 
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When there is NOT a condition of immediate threat to patient care or danger to the general 
public, the Appeal Process occurs in two stages.  First, the Appeal Board reviews documents 
submitted by the applicant and the laboratory evaluation documentation to determine if an 
Appeal Hearing is warranted.  A hearing is warranted when there is clear evidence 
suggesting the decision of the Accreditation Review Board resulted from bias, 
misrepresentation, or unavailability of critical information.  If the Appeal Board determines 
that a hearing is not warranted, the initial decision of the ARB is upheld and the Appeal 
Process ends.  If the Board determines that a hearing is warranted, the process moves to a 
second stage in which a hearing is conducted.  For purposes of the hearing, the Appeal 
Board may request additional documentation from any members of the ARB, the Inspector 
(s), or the applicant, which must be provided if the Appeal is to proceed.  The ARB will meet 
and will conduct interviews of relevant individuals either at the meeting site or by 
teleconference.  Subsequent to the hearing and within 30 days of the filing of the appeal, the 
Appeal Board will render its decision.  In cases in which the ARB has assessed there to be a 
threat to patient care or danger to the general public, the process must be completed within 
10 calendar days of the notification of the applicant.  The Appeal must be submitted within 5 
days and the Appeal Board will review and render a decision within 10 days.  In these cases, 
an appeal does not stay the decision of the ARB. 

 
All documents associated with the hearing shall remain confidential.  The applicant shall 
receive a summary statement of the basis of the Appeal Board’s decision.  If the Appeal 
Board upholds the initial decision of the ARB, the action of the ARB will be imposed 
immediately and the applicant shall be billed for all costs associated with he appeal process.  
These costs will include but are not necessarily limited to: phone calls, photocopying, 
personnel costs, shipping, and legal fees. If the Appeal Board reverses the decision of the 
ARB, Accreditation will be granted or renewed retroactive to the previous renewal. 
Materials and testimony are to be limited to documentation of conditions existent at the time 
of the laboratory evaluation.  No actions taken and no data generated subsequent to the 
evaluation are to be considered.  The evaluation process itself is not to be evaluated but 
rather whether or not the findings of the ARB were correct and factual.  The decision of the 
Appeal Board shall be final. 

 
For an appeal application to be valid, it must contain all necessary documents and a check 
or money order to cover the filing fee.  One-third of the filing fee is a non-refundable 
processing fee.  If the Appeal Board finds against the applicant, part or all of the remaining 
two thirds of the filing fee will be applied to the cost of the Appeal Process.  If the Appeal 
Board finds in favor of the applicant laboratory, two thirds of the filing fee will be returned to 
the applicant.  If the application for an appeal is incomplete, the applicant will have 48 hours 
to submit the necessary materials or shall forfeit the right to an appeal. 

 
 
3. Instructions for Filing an Appeal 
 

1. Submit the following materials prior to the deadline for filing an appeal that was indicated 
on the Notice of Right to Appeal. 

   
 a. Five copies of documents providing evidence that the findings of the ARB were 

incorrect.  These materials must be page numbered, bear the lab’s ASHI number, 
and be bound together in a ring binder or other system that provides reasonable 
assurance of maintaining the order of the documents.  The first page of the packet 
must be a table of contents.  The front of each document must indicate the citation(s) 
address by the information/data contained in the document.  This material must be 
limited to information about conditions that existed at the time of review and must not 
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contain materials that discuss actions taken or data generated subsequent to the 
action of the ARB. 

   
 b. A check, bank draft, or money order made payable to ASHI in the amount specified 

in the fee schedule. 
   

 c. A signed agreement of financial obligation. 
    

 d. A written summary of no more than 2 pages in length, highlighting the bases for 
refuting the ARB decision. 

 
1. All materials must be sent by overnight courier and must be traceable. 
2. Send materials specified in 1A-1D, above, to the Accreditation Manager. 
3. The outcome of the Appeals process will be communicated in writing to the  

Accreditation Manager and the Program Chair.  The Accreditation Manager will notify 
CMS of any suspension, limitation, or revocation of Accreditation once the Appeal 
Process is complete and upheld by the Appeals Board.  

 
XL.  Notification of ARB Policy Additions & Changes     
 
Notification of policy revisions/changes and new policies needs to be shared with all necessary 
groups/committees.  
 
After every ARB meeting, the following groups/committees will be notified of all new policies and 
revisions/changes made to existing policies: 
 

• QAS Committee Chair(s) 
• NMDP (if applicable) 
• UNOS (if applicable) 

 
After every ARB meeting, the following groups/committees will be notified and asked for 
approval of all new policies and revisions/changes made to existing policies: 
 

• CMS 
• ASHI Board via ARB liaison 

  
 
NOTE:  After review of the policies, all appropriate groups/committees will be notified of 
responses for further actions when necessary. 
 
XLI. REVIEW and UPDATING of the ARB OPERATIONS MANU AL 
 
All members of the ARB are encouraged to review the ARB Operations Manual annually. 
 
The Junior co-Chair is responsible for ensuring that procedures and protocols still reflect 
current practice. 
 
Any new policies that were made during the past year and approved by the ASHI Board, and 
CMS will be placed in the Operations manual, if appropriate.  This is usually done by the time of 
the annual meeting.  Summary of changes is written up and sent to CMS by the end of the 
year. 
 
Non-substantive changes can be made with approval of the ARB (administrative protocols, 
typographical or syntax errors, re-wording previous policy to make it clearer, etc.) 
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The ARB Operations Manual will be made available on the ASHI Web site.  All members may 
find it helpful in preparing for inspections.  Any comments or suggestions concerning the 
Operations Manual should be sent to the Accreditation Review Board Program Director. 
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                                           VALIDATION CHECKLIST                                    Appendix I 
 

Laboratory Name: _______________________________________________________ 
 
ASHI # _____________________  CLIA # ________________  UNOS #____________ 
 
Director/Technical Supervisor: _____________________________________________ 
 
Commissioner:___________________________    Date of Review: _______________ 
 
New Addition:  _________________________________________________________ 
 
 
___ Director or Technical Supervisor previously approved for Area of Accreditation  

 If not :  ___ Director or Technical Supervisor approved by DTRC 
___ Director or Technical Supervisor previously approved for Technology  (see table on page 
2) 

 If not:   ___ Log of case reviews submitted  
___ Laboratory previously approved for Testing Category  (see table on page 2) 

            If not:   
Log of cases reviewed and 1-2 cases with data included: 
___ 50 HLA typings,   ___ 10 Cellular assays 
___ 20 HLA crossmatch tests,  ___ 10 Engraftment studies 
___ 50 HLA Ab screens/IDs,  ___ 10 Flow Phenotype cases 
___ 50 Relationship Testing cases 
___ Test data included different types of testing material if applicable (PB, LN, 

Spleen) 
  
Validation Checklist (required for all additions) 
 
___ Summary and Interpretation of Validation - signed by Director or Technical Supervisor 
___ Testing protocol – how test is to be used; purpose of test  
___ Step-by-step procedure 
___ Performance Specifications – summary of accuracy, precision, sensitivity, specificity, 

range of results, normal values, limitations of assay  
___ QC procedures 
___ Equipment Calibration data 
___ Parallel Study – for new Method, may be with previously approved method; Include 

worksheets if not blinded parallel study;  
Minimum of 20 tests or equal to 1 yr PT   

 (Blinded parallel testing required if New Technolog y or Testing Category. 
Acceptable performance is 80% or greater concordanc e.) 

___ Training checklist 
___ Competence documentation for those trained to perform test 
___ Enrolled in PT program 
___ On-site inspection may be  required if New Technolo gy or Testing Category 
 
___ Validation approved  ____ Additional data requested 
 
___________________________  ____________________________              
Commissioner           Co-Chair 
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Technologies: Testing Categories: Methods included under Technology: 
Serology/Solid Phase HLA Typing 

Crossmatching 
HLA Antibody Screen/ID 
Relationship Testing 

Cytotoxicity,  
ELISA,  
Microarray 

Molecular- 
Polymorphism Analysis 

HLA Typing 
Parentage Testing 

SSO, rSSO, SSP, RFLP  

SBT / Fragment 
Analysis 

HLA Typing 
Chimerism/Engraftment 
Parentage Testing 

Sequencing,  
STR, VNTR,  
 

Flow Cytometry Crossmatching 
HLA Antibody Screen/ID 
Immunophenotyping 

Methods for Quantitation,  
Direct Labeling, Indirect Labeling, 
Internal Labeling, External Labeling 

Cellular  MLC, PLT, CTL,  
Mitogen or Antigen stimulation, and  
Immune Cell Function (ex. e.g., by 
measuring thymidine incorporation or 
ATP production) 

ABO/Rh  ABO grouping, Rh typing,  
anti-A1 titers 
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Commissioner Accreditation Timeline    Appendix II 
 
 
 

Cycle 1 
1A = Odd Years; 1B = Even Years* 

Cycle 2 
2A = Odd Years; 2B = Even Years* 

Cycle 3 
3A = Odd Years; 3B = Even Years* 

Date 
Completed 

Step in Cycle Date 
Completed 

Step in Cycle Date 
Completed 

Step in Cycle 

1 March Application deadline 1 July Application deadline 1 November Application deadline 

15 March All applications sent 
to Commissioners 

15 July All applications sent to 
Commissioners 

15 November All applications sent to 
Commissioners 

1 March Packet review done 
by Commissioners** 

1 September Packet review done by 
Commissioners** 

1 January Packet review done by 
Commissioners** 

15 April Inspections begin 
Prev defic to insp. 

15 August Inspections begin 
Prev defic to insp. 

15 December Inspections begin 
Prev defic to insp. 

15 June Inspections 
completed 

15 October Inspections completed 15 February Inspections completed 

15 June Interim Report 
summaries 
completed 

15 October  Interim Report 
summaries completed 

15 February 
 

Interim Report summaries 
completed 

1 July Lab responses due 1 November Lab responses due 1 March Lab responses due 

15  July Onsite Application 
summaries 
completed 

15 November Onsite Application 
summaries completed 

15 March Onsite Application summaries 
completed 

August Meeting Month December Meeting Month April Meeting Month 

20 August Letters & certificates 
edited & reviewed by 
commissioners & co-
chairs 

20 December Letters & certificates 
edited & reviewed by 
commissioners & co-
chairs 

20 April Letters & certificates edited & 
reviewed by commissioners & 
co-chairs 

25 August All letters/ 
certificates mailed to 
labs 

24 December All letters/ certificates 
mailed to labs 

25 April All letters/ certificates mailed to 
labs 

1 September Date accreditation 
begins 

1 January Date accreditation 
begins 

1 May Date accreditation begins 

 
*Refers to expiration dates; i.e., labs with expiration dates in odd years (05, 07, 09) are 
in the A cycles (1A, 2A, 3A). 
 
**Refers to packet review with the exception of labs being inspected before April 15, 
August 15, and October 15. Those (onsite) packets should be reviewed earlier to relay 
information to inspector before inspection date. 
 


