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1.0
PRINCIPLE:
1.1
This document provides guidance on development, review, approval, management, and use of policy, process, and procedure documents in the laboratory.  This Operating Instruction (OI) applies to all laboratory personnel assigned to 88th DTS/SGQC.
2.0
DEVELOPMENT:

2.1
Create your OI using Attachment 1, Standard OI Template.
2.2
Use font style: Times New Roman, font size: 11 and left justify your document.

2.3
Each OI will be assigned a unique number, e.g., SGQC 44(Section).XXX.  

2.4
OIs are written and edited in word format and then converted to PDF after Medical Director approval. The PDF version will serve as the Master.
2.5
Maintain your OI in the Draft OI folder on the O drive during the creation/editing phase. 

2.6
A written operating instruction for all tests and procedures performed in the laboratory must 
be available at the workbench/work area and be followed by all laboratory personnel.
2.7
 Textbooks and product literature such as package inserts may supplement but not replace the
 laboratory's written procedures for testing or examining specimens.
2.8
 Operational personnel best develop OIs, with regulatory guidance from the Technical 
 Supervisor (TSV), Officer in Charge (OIC) and/or the Quality Assurance (QA) Manager. 
2.9
 All technical procedures will be written in compliance with Clinical and Laboratory Standards Institute (CLSI), Clinical Laboratory Improvement Act (CLIA), College of American Pathologists (CAP), Food and Drug Administration (FDA), Armed Forces Blood Program Office (AFBPO) and/or

AABB standards.
2.10
The OI will be used by personnel at the workbench and must include the following elements, when applicable to the test procedure: 
2.10.1 
Principle and clinical significance.
2.10.2
Requirements for patient preparation; specimen collection, labeling, storage, preservation, transportation, processing, and referral; and criteria for specimen acceptability and rejection.
2.10.3 
Microscopic examination, including the detection of inadequately prepared slides.
2.10.4
Step-by-step performance of the procedure, including test calculations and interpretation of results.
2.10.5
Preparation of slides, solutions, calibrators, controls, reagents, stains, and other materials used in testing.
2.10.6
Calibration and calibration verification procedures.
2.10.7
The analytic measurement range for test results for the test system, if applicable. (The analytic measurement range may not apply to qualitative or semi-quantitative tests.)
2.10.8
Control procedures.
2.10.9
Corrective action to take when calibration or control results fail to meet the laboratory's criteria for acceptability.
2.10.10  Limitations in the test methodology, including interfering substances.
2.10.11  Reference intervals (normal values).
2.10.12  Imminently life-threatening (critical) test results.
2.10.13  Pertinent literature references.
2.10.14  The laboratory's system for entering results in the patient record and reporting patient results including,
              when appropriate, the protocol for reporting imminently life-threatening (critical) results.
2.10.15 Description of the course of action to take if a test system becomes inoperable.
2.11
The OI will address relevant pre-analytic and post-analytic considerations, as well as the analytic activities of the laboratory.  
2.12 
An electronic master and at least one hard copy will be maintained.
3.0
VALIDATION:
3.1
Validation starts during the content development phase as the writer ensures all necessary details are included for the tasks involved and that regulatory requirements are included. 
3.2
Validation of the procedure’s efficacy will continue during subsequent QA audits of the process. 
3.3. 
New OIs and edits/changes to OIs will be reviewed/validated by the OIC and /or TSV prior to routing for approval and signature from the Medical Director.
3.4
The OIC and/or TSV will:


3.4.1 
Review the OI for accuracy, content and completeness. 
3.4.2
Ensure the OI complies with all applicable regulatory requirements and manufacturer’s instructions.

3.4.3
Have a bench tech perform testing to validate the OI prior to implementation.

3.5  
Things to consider when reviewing or validating an OI:

3.5.1 
Does the title provide an accurate description of the OI?

3.5.2 
Are all required supplies, equipment, and materials addressed in the OI?

3.5.3 
Are references current?

3.5.4 
Is the text sufficiently detailed to be understood and followed?

3.5.5 
Does the instruction follow a logical and true representation of the procedure?

3.5.6 
Does the procedure include all steps required to complete the task or test?

3.5.7 
Have all pen and ink changes been documented on the summary of revision section of the OI?
3.5.8 
Is the current Medical Director signature on the OI?

3.5.9 
Is the OI in the correct format?

3.5.10 
Are all referenced OIs listed?

3.5.11 
Is the procedure in the OI properly cross referenced with the manufacturer’s package insert/ procedure
 
manual?

3.6
Once the review/validation process is complete the OI is ready to route for approval and Medical Director signature. 
4.0 
APPROVAL AND SIGNATURES:
4.1. 
The lab medical director reviews and approves all new policies and procedures, as well as substantial changes to existing documents, before implementation.
4.2  
Route OI electronically to the Medical Director by hyper linking a copy of the OI to an email.
4.3
The Medical Director will review the OI and either:

4.3.1
Approve by typing above his/her signature block “Reviewed/Approved by (Full Name), Date and Time” then save document and email OPR their completion and approval.

4.3.2
Or disapprove by returning email back to OPR and requesting changes/edits be completed.

4.4
TSV or OIC must document review/approval on the OI Master list by updating Medical Director’s name and date.

5.0 
TRAINING:
5.1
The OI is now ready for training.

5.2. 
The laboratory must have a system documenting that all personnel are knowledgeable about the contents of operating instructions including changes relevant to the scope of their testing.

5.3. 
There are 3 types of training that can be performed:

5.3.1. 
Individual Review - Personnel will read the new revised procedure.  Used for OIs with 


minor changes not affecting the process.  

5.3.2. 
Didactic - Personnel will receive instructions from a supervisor or trainer in a 


lecture/seminar format.  Used for new OIs or OIs with minor processing changes not affecting 


key elements of the process.  

5.3.3. 
Practical - Personnel will receive “hands-on” instruction by a supervisor or trainer.  Used 


for new OIs or OIs with major changes to the process that affect critical elements. 
5.4. 
Most revisions (other than typo’s, new material numbers, grammatical errors etc.) will require appropriate
 
training/competency testing for the revised procedure. 
5.5
Technicians can use the electronic Master (PDF version) or hard copy to train on. 
5.5
Training will be documented for each OI on a review/signature page.
5.6
Completion of training will also be documented on the revision summary area of the OI.
5.7
Once training is complete the OI is ready for implementation.

             6.0
 IMPLEMENTATION: 

             6.1.  
Procedures will be written and approved for all new test methodologies and equipment prior to implementing the new method.
             6.2.  
Once the OI validation and initial training are complete, the procedure is ready for implementation. 
             6.3.  
Place implementation date in the document control area on the last page of the OI. Date of implementation must be a date after all training is complete.
             6.4   
Implement new/revised word version of OI to all hard copies and the electronic current OI folder. Save a PDF version to the Master folder.


             6.5
Archive old/obsolete OI for appropriate time period to section specific storage area and to electronic Archive folder.


             7.0 
DOCUMENT CONTROL: 
             7.1. 
The laboratory will have a document control system.
             7.2. 
Document control requirements apply to all policies, procedures and forms for all processes and activities.

7.3. 
Technical supervisors and/or OIC shall be responsible for document control.  

7.4. 
An effective Document Control System will ensure the adequate issuance, retrieval, and

 
archiving of OIs.

7.5. 
The laboratory will maintain a master list containing all current policies, processes, procedures, labels, and forms and the location of copies. 
8.0
OI MASTER LIST:
 8.1
The lab master list is maintained electronically, and only one file for section will be maintained to avoid discrepancy in duplicate electronic files.  
8.2
The master list contains date created, title, OI number, referenced OIs, forms attached, number of copies and locations, medical director review date, designee review date, last review and next review date.
8.3
The master list is used to determine the review date.  
8.4
New OIs must be added to the master list.  Add a row to the Excel spreadsheet, and enter all current data for the new OI. 
8.5
Once an OI is archived to the online archive folder remove the entry from the Master list.
8.6
The master list should reflect where all copies of an OI are located.  
9.0
ARCHIVAL OF RECORDS:
             9.1 
All discontinued, retired, or archived procedures must be retained for two years, with the 

             
exception of blood services procedures, which are retained for five years.  

             9.2 
When a revised OI is issued, all copies of the superseded OI must be retrieved, reconciled 

             
and appropriately destroyed, with the exception of one copy of each OI version which will be archived 

             
for the required time frame.  

             9.3 
Archived procedures should be initialed and annotated with the date retired. 
             9.4 
Each section will maintain their own archived procedures; archived administrative laboratory procedures

             
will be maintained by the QA manager.
             10.0
ELECTRONIC FILES:
10.1 
Electronic operating instructions are acceptable and must be subjected to proper document 


control. 

10.2 
Electronic copies of all operating instructions are maintained on the laboratory shared O 


drive.  Each section will file operating instructions in their section-specific folder under the

 
archive, current, or draft OI folder. 

10.3
The current OI folder will contain folders which will contain one OI, all attachments to the OI and any forms attached to the OI. It will also contain a folder labeled Master. This folder will contain the current PDF version of the OI. This version is for personnel to use when reviewing, training or at the workbench.
10.4 
Only the current version of an OI will be available in the section specific OI binder (hard copy), OI Master Log, and section specific Current OI folder on the O drive.
10.5
The electronic pdf version maintained on the O drive in the current OI folder under each section will be the Master version of the OI. The electronic Master version is the “official” document. The word version is used for making revisions. After revisions are made, the word version is re-converted to PDF format.

10.6
Each additional copy will be numbered Copy 1 of (total number of copies), Copy 2 of (total number of copies) etc. The Master is not included in number of copies.

10.7 
After implementation of an OI move the new word version of the OI from the draft OI folder to the current OI folder on the O drive. Save the current word version of the OI to PDF and save in the Master folder. Move the old/revised OI to the Archive folder. Document initials and archive date when saving OI to the archive folder.
10.8 
Location of OI folders/OI Master list on the O drive: \\Msgsvmodrive\88mdg\DTS\SGQC Laboratory Flight\Private\Operating Instructions
10.9 
The QA Manager will send reminders when each OI is due for review; however, it is the responsibility of 

the OIC/TSV to ensure that reviews are performed and documented, and that procedure review dates are

 
accurately reflected in the section’s OI Master list. 
8.0
RECORD RETENTION AND STORAGE:
8.1
Electronic storage of critical records will be in a manner that protects them from damage and accidental or unauthorized destruction or modification and protects confidentiality of patient information.
8.2
Lab system administrator will backup data weekly.

8.3
Lab system administrator will maintain backup data for required time frame. (2 years main lab, 5 years Blood Services.)
9.0 
CHANGE CONTROL:
9.1. 
Changes/revisions made to an OI will only be completed by the TSV, OIC or Medical Director and must be reviewed to determine if the procedure impacts other elements or operations outside the immediate department.
9.2
All referenced OIs should be reviewed for impact to other areas.
9.3. 
If impact areas are identified, supervisory personnel from the element shall meet with 


appropriate personnel in those areas to investigate the nature of the impact, and what procedural 


changes, if any, must be made to effect implementation of the OI.  Document department and accommodations made in designated area of OI.
9.4. 
When situations dictate rapid modification or deviation from an existing OI, the OIC and/or 


technical supervisor will evaluate the situation. Any exceptions to OIs require justification and 


pre-approval by the Medical Director, or designee, on a case by case basis.  

9.5. 
If the deviation is approved, it will be documented using a Variance Report according to 


operating instruction SGQC 44-AD.36, Variance Reporting. If it is determined that the deviation 


should be part of the operating instruction, edit the OI, validate, train and implement.
9.6 
 Changes made to the Master version of an OI must be incorporated into all working/student 


copies of the OI.  
10.0
PEN AND INK CHANGES: 
10.1
Used for minor, small errors to OIs. Revise OI if major change.
10.2
Minor changes may be made on the operating procedure in ink by making a single line through the incorrect information, writing in the correct information, and then annotating initials and date next to the change. Annotate changes made to the revision section of the OI. Ensure the change is incorporated into all the working copies and the Master.

10.3
For pen and ink changes to the Electronic Master version: make changes to current word version and save as current OI folder. Annotate changes made to the revision section of the OI. Save a PDF version to the Master OI folder.  Move old version of OI to the electronic archive folder. 

10.4
All pen and ink changes must be trained on prior to implementation.

10.5
Pen and ink changes can only be made by TSV, OIC and/or Medical Director.
10.6 
A revision history is maintained with each OI on the last page of the OI. Documentation of training completion is annotated in same place.
11. 0
REVIEW:
11.1
The review ensures the OI complies with all applicable regulatory requirements and manufacturer’s instructions.
11.2
If there is a change in directorship, the new director ensures (over a reasonable period of time) that laboratory procedures are current and have been appropriately reviewed.
11.3 
The lab medical director or designee will document review of all policies and procedures every two years, annually for Blood Services.
11.4 
If there is a change in directorship, the new director will ensure, over a reasonable time period, that laboratory procedures are current and have been appropriately reviewed.
11.5
TSV and/or OIC will send OIs needing review electronically by email to the Medical Director or designee. Attach a hyperlink of the OI in the email.
11.5.1
The Medical Director or designee will document biennial or annual review in the designated area in the OI by typing “Reviewed and approved by (complete name), date and time.”
11.5.2
TSV and/or OIC will document Medical Director or designee’s name and date on the Master list.
 
12.0
FORMS MANAGEMENT:
11.1
Use attachment 2, Form Standard Format to create your forms.

11.2
Use Font style: Times New Roman, Font size: 11.

11.3
Top of Form:

11.3.1
Facility information: 88TH DTS/SGQC, WPAFB, OH 45433
11.4
Bottom of Form:
11.4.1
Each form will be given a unique number e.g., (Section) Form (Number).  

11.4.2
The form must contain the version date, electronic location of the form and if it is an attachment to an OI.
11.5
Forms are stored on the O drive and are accessible to all staff.
11.6 
A master list of current forms and labels is maintained electronically, and only one file should be maintained to avoid discrepancy in duplicate electronic files.  
11.7
The forms master list contains form number, title, version date, corresponding OI.

11.8
All the forms and labels on the master list should also be contained in each section’s Forms/Labels binder (hard copy).
11.9
The forms should be reviewed biennially (annually for Blood Services) and the master list is used to determine the review date. Alternatively, the form may be reviewed at the same time the OI is reviewed, if the forms are attached to an OI.     

11.10
Electronic Forms folders: \\Msgsvmodrive\88mdg\DTS\SGQC Laboratory Flight\Private\Forms
11.11
Master list of Forms: \\Msgsvmodrive\88mdg\DTS\SGQC Laboratory Flight\Private\Forms\Master List of  LAB FORMS.xlsx
12.0  
FDA APPROVED/CLEARED TESTS:
12.1. 
The laboratory follows manufacturer instructions or provides documentation of validation studies if the test has been modified.

13.0
REFERENCES: 
13.1
Clinical and Laboratory Standards Institute (CLSI). Laboratory Documents: Development and Control; Approved Guideline – Fifth Edition. CLSI document GP2-A5. Clinical and Laboratory Standards Institute, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087 USA, 2006.
13.2
CAP All Common Checklist, College of American Pathologists, 325 Waukegan Road, Northfield, IL 60093-2750, 7/11/2011.
14.0
RELATED DOCUMENTS:

14.1
SGQC 44AD.36, Variance Reporting.
15.0
ATTACHMENTS: 
15.1
Attachment 1: OI Template.

15.2
Attachment 2: Form Template.
15.3
Attachment 3: Admin Form 13, Checklist for Development and Implementation of OIs and Forms.
16.0
REVIEWED/APPROVED:
This instruction has undergone supervisory reviews and is approved for implementation.   

NORMAN C. FOX, LtCol, USAF, BSC

Commander, Laboratory Flight

BRENT J. HUDDLESTON, Maj, USAF, MC

Medical Director, Laboratory Flight
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17.0
BIENNIAL REVIEW:
	Signature/Title:
	Date:

	
	

	
	

	
	

	
	

	
	

	
	


18.0
DOCUMENT CONTROL:

Number of Official Copies: ___________________   Date of Implementation: _____________________  

	Location of Copies:

	Master Copy – \\Msgsvmodrive\88mdg\DTS\SGQC Laboratory Flight\Private\Operating Instructions\Administration\Current OI
	4. 

	1. 
	5.

	2. 
	6. 

	3.
	7. 


19.0 
REVISION DOCUMENTATION:  The following revisions were made to the OI following implementation. Training was accomplished prior to implementation of the revision.

	#
	Date of Revision
	Summary of Revision
	Date Training Completed
	List Other Departments Impacted / How accommodated
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OPR: Lisa Ludeman, QA Manager 
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