
Regulatory Note to File
Site Name

Lab Name
Date Submitted:

Date that note is sent to everyone on the copy list
Submitted by:

Lab Supervisor/Lab Manager/Lab Director or





Lab QA coordinator
Occurrence/Issue:
State the nature of the occurrence/issue, giving enough details to make the occurrence/issue understandable to everyone reading the document.
Dates of Occurrence/issue:
Period of time of the occurrence/issue took place
Date lab notified:
Date that the lab management staff became aware of occurrence/issue
PTIDs involved:

Note any patient IDs 
Resolution:


State clearly how the occurrence/issue was resolved
Date of Resolution

Date that the resolution occurred
Corrective Action:
State any corrective action that was needed in addition to the resolution.  This would include retraining of staff or any actions put in place so the problem does not reoccur
Copies to:


Lab Protocol File




Lab personnel file (if lab staff involved in retraining)





Site study coordinator





Site protocol regulatory file





FHI protocol 





HPTN CL





SCHARP 

Examples of Notes to files:

1.
Deviation from lab sops

2.
Deviation from SSP – may constitute a protocol event form (see attached document)
3.
Deviation from required documentation practices such as second signature missing from HIV readings
4.
QC failures – QC has been out of range, resulting in a delay of reporting results
5.
Reagent issues – ran of reagents or supplies needed to perform the required protocol testing
6.
LDMS issues – if any major downtime on the LDMS where manual labels are made or if errors in data entry are found
7.
If samples are sent to another lab to be run to be performed, the time period needs to be indicated on the form
8.
Instrument Failures/down times– refrigerator or freezer temperature problems, repairs needed on instruments.
9.
Technical Errors – lab personnel made a technical error 
10.
Personal changes in the laboratory – adding new techs or removal of techs
Regulatory Note to File
Johns Hopkins University

HIV Specialty Lab

Date Submitted:

April 6, 2006

Submitted by:

Estelle Piwowar-Manning, MT(ASCP)





HPTN CL Deputy Director

Occurrence/Issue:
HIV QA samples were performed on protocol samples from Iceland.   The external HIV control was out of range.  The kit controls were acceptable.  The technologist released the results.  On review of the run, the out of range control was noted by the lab supervisor, who in turn informed the HPTN CL.
Dates of Occurrence/issue:
April 1, 2006
Date lab notified:
April 3, 2006
PTIDs involved:

xxx-000001-1




xxx-000002-2





xxx-000003-3
Resolution:
The HIV run was repeated on April 4, 2006. The external control was in range as were the kit controls. The results were released/amended.  All results were comparable to the previous run.
Date of Resolution

April 4, 2006
Corrective Action:
The HIV lab tech involved in the incident was counseled.  Retraining in HIV EIA assay took place on April 3, 2006.  The lab put into place a peer review of the runs if a supervisor is not present.  The HIV EIA sop was modified on April 5, 2006 to include peer review.  
Copies to:


Lab Protocol File





Lab personnel file (if lab staff involved in retraining)





Site study coordinator





Site protocol regulatory file





FHI protocol 





HPTN CL





SCHARP 


