Clinical Laboratory                                                                                               QM-165-CH  
Cone Health ARMC Affiliated Laboratories                                                Effective Date: 10-22-2016

Procedure:                   DOCUMENTATION TECHNIQUE
Principle / PURPOSE:  This document sets forth the policy for proper documentation technique related to technical records and is in keeping with regulatory requirements and good laboratory practice. 

SCOPE:  This policy applies to all pre-analytic, analytic and post-analytic departments in which personnel handle technical records.  This includes but is not limited to testing departments in Anatomic Pathology (AP), Clinical Pathology (CP), Specimen Processing and Technical Operations. 

Procedure:

1. Overview:

a. Technical records are evidence that work has been performed on a particular date.

b. Documents reflect who did what, when and why as applicable.

c. If no documentation can be produced, there is no evidence that work was performed.

2. General Documentation Requirements:

a. There are three types of documentation:

· Recording information

· Voiding information

· Changing information

b. Recording, voiding or changing information:

· Must be dated with the current date

· If relating to a past event, an entry must:

· Be clearly recognizable as having been made on the current date with a reference to the past date.

· Include an explanation for any oversight, if applicable trace

c. It is never acceptable to back-date an entry on a technical record.

d. All pages of a technical record, including attachments, must be signed/initialed and dated.

e. Documentation must be traceable to the person making, voiding or changing information on the record.

f. The employee/person must identify themselves by signature, initials, code or other unique identifier.

g. All departments must maintain a list of employees and their unique identifier(s).  The department must have a process to ensure it accurately reflects current personnel.

3. Requirements for Recording Information:

a. Record information on approved forms.

b. All pages of a technical record must include a name, title, header or type of identification to clearly identify the contents of the record (or information recorded on the document).

c. Record information directly on the technical record.

d. Do not use self-affixing notes or small pieces of paper staled, paper-clipped or otherwise attached to the technical record.  If necessary, create a formal referenced attachment.

e. Use permanent ink (blue or black preferred) that does not smear.

f. Do not use pencil.

g. Avoid highlighters that obscure information if copied or faxed.

h. Write legibly.  Numbers and symbols must be clearly decipherable.

i. Use abbreviations that are generally understood or formally defined in a reference table or legend.

j. Make complete entries.

k. Do not use ditto marks to repeat information.  The use of arrow is acceptable if it is entirely clear what the arrows mean.

l. When referencing supporting information, include a complete citation so that the reference is retrievable.

4. Requirements for Voiding Information:

a. Entries must be voided in a way that does not obscure the original information.

· Draw a single horizontal line through the original entry being voided, so that the legibility of the original entry is maintained.

· Do not use correction fluid.

· Do not use correction tape.

b. The person voiding the information must sign/initial and date the entry.
5. Requirements for Changing Information:

a. This is a two-step process, where voiding the original entry is separate from recording the new entry.  Entries must not obscure the original information.
· Void the original entry by drawing a single horizontal line through the original entry being voided (See section 4, Requirements for Voiding Information).
· Enter the new information so it is clear which information it is replacing.  Do not obscure any existing or voided information (See section 3, Requirements for Recording Information).  Review the changes to ensure they are complete and accurate.
b. Do NOT write over or through original information.

c. Document the reason for the change, if it is not apparent to the reviewer.

d. The person changing the information must sign/initial and date the entry.

6. Definitions

a. Technical Record: A clinical laboratory document where the accuracy of the information recorded directly or indirectly affects patient test results and/or patient care.  Technical record information includes but is not limited to standard operating procedures, testing data, record of QA/QC activities including temperature logs and QC logs, workload records or any other information that has a direct or indirect effect on the quality of patient test results.
References:

Title 21 (Food and Drug Administration), Code of Federal Regulations, Part 58--Good Laboratory Practice for Nonclinical Laboratory Studies, Section 58.130 (e). 

Technical Manual, American Association of Blood Banks, 17th Edition, AABB, 2011.

Standards for Blood Banks and Transfusion Services, 28th Edition, AABB, 2012.
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