CHECKLIST FOR STUDY SITE SOP REQUIRED ELEMENTS

	SOP Topic:
	Laboratory: Quality Assurance and Quality Improvement Monitors

	Site SOP Title/Number:
	[Insert actual title/number from site SOP]

	Designated Site SOP Reviewer:
	[Insert name of Designated Site SOP Reviewer]

	Study Program:
	[Insert Study Protocol]

	Study Site:
	[Insert site name]


Purpose:  The Checklist for Site SOP Requirements is a universal document to be completed by the designated site SOP reviewer to ensure that study site SOPs are reviewed in a consistent manner across all study programs. Each checklist contains a list of required elements that must be present in the SOP identified above.

Instructions: As the study site SOP is reviewed, place a checkmark in the boxes below for each required element that is present.  There may be an instance where a required element is not applicable under certain specific circumstances.  For those elements deemed “Not Applicable,” enter “N/A” in the Element Present column.  Once the review is complete, add any comments or recommendations for the site, including the rationale for any elements deemed not applicable, in the Comments/Recommendations for Site section below, sign the form indicating that the initial SOP review has been performed, and forward the form to the SOP Administrator.

GENERAL REQUIRED ELEMENTS

	Element 
Present
	General Required Elements

	 FORMCHECKBOX 

	The title of the SOP is identifying in purpose and is brief and direct.

	 FORMCHECKBOX 

	Each page of the SOP contains page numbers of total pages and the version number.

	 FORMCHECKBOX 

	There is an annual or upon change signature approval process.  

	 FORMCHECKBOX 

	The SOP indicates the scheduled SOP review cycle and who will perform the review.  

	 FORMCHECKBOX 

	Necessary forms are attached to the document, and if not, they are available to review to determine if they are consistent with SOP text. 

	 FORMCHECKBOX 

	The purpose of the SOP is clearly explained.

	 FORMCHECKBOX 

	The scope identifies to what and to whom the procedure applies and when it is to be applied.  

	 FORMCHECKBOX 

	The SOP clearly states who is responsible for performing the operations cited. 

	 FORMCHECKBOX 

	Equipment, controls, reagents and other supplies are listed.

	 FORMCHECKBOX 

	Terms that need clarification are defined.

	 FORMCHECKBOX 

	The SOP procedures are simple, direct, and explain step-by-step how to perform the tasks in a manner that supports process control. 

	 FORMCHECKBOX 

	The SOP conforms to applicable regulatory requirements and references these regulations.

	 FORMCHECKBOX 

	The SOP lists all regulation and guidance documents upon which the SOP is based, including any related SOPs.

	 FORMCHECKBOX 

	Forms, diagrams and drawings are easy to understand and are consistent with text.  

	 FORMCHECKBOX 

	The SOP is written clearly and is easy to understand and follow. 

	 FORMCHECKBOX 

	The SOP contains all applicable elements and is uniform in form to other procedures of the lab.

	Comments:


CONTENT-SPECIFIC REQUIRED ELEMENTS

	Element 
Present
	Required Elements of Quality Assurance & Improvement

	Proficiency Testing- Proficiency programs are used as an external check on the quality control and quality assurance of a test system. Analytes should be tested a minimum of twice per year, with the recommendation being 3 times per year.

	     FORMCHECKBOX 
 1)

     FORMCHECKBOX 
 2)

     FORMCHECKBOX 
 3)

     FORMCHECKBOX 
 4)

     FORMCHECKBOX 
 5)

     FORMCHECKBOX 
 6)

     FORMCHECKBOX 
 7)

     FORMCHECKBOX 
 8)

     FORMCHECKBOX 
 9)
	A proficiency-testing program will be covered by one or more Procedures. These will contain in addition to standard procedure items, at least the following elements:

1. Survey schedule tracking

2. Survey event tracking via logs (received date, due date, results received, evaluation, any corrective action, review signatures and record keeping)

3. Survey handling (receipt, preparation, normal patient run testing, reporting, evaluation of results) 
4. Storage of survey (pre-testing and post)
5. Review and Investigate problems including bias, trends, analytes greater than 3 SD or more than two challenges greater than 2 SD , likely cause, corrective action documentation, Director review 
6. Provide for consultant access, specifically electronic via web
7. Overall survey performance tracking
8. Systematic retention of records

9. Procedure specifies who reviews, who investigates, who will sign surveys and who maintains the records.

	Comments:




	Specimen Management – for more information see Specimen management checklist

	     FORMCHECKBOX 
 1)

     FORMCHECKBOX 
 2)

     FORMCHECKBOX 
 3)

     FORMCHECKBOX 
 4)
	The following areas will be monitored, recorded, investigated and document corrective action plans:

1. Lost specimens (at point of collection to lab or within the lab)

2. Rejected specimens (unsuitable specimens)

3. Missed Testing – test missed by lab 

4.   Specimen integrity – specimen too old to test or stored at wrong temperature

	Comment:




	Reporting of Results

	     FORMCHECKBOX 
 1)

     FORMCHECKBOX 
 2)

     FORMCHECKBOX 
 3)

     FORMCHECKBOX 
 4)
	The following areas are used to monitor the accuracy of released results and document corrective actions, if necessary:

1. Compare result reporting vs. bench worksheet and/or instrument printout for discrepancies

2. Monitor modified results, notification, frequency, approval, corrective steps taken

3. Panic level determination & notification documentation

4. Population normal ranges

	Comments:




	Technical Delays

	     FORMCHECKBOX 
 1)

     FORMCHECKBOX 
 2)
	Technical delays are monitored and documented to help evaluate the overall effectiveness of the laboratory

1. Result reporting delays

2.   Equipment failures

	Comments:




	Complaints

	       FORMCHECKBOX 
 1)

       FORMCHECKBOX 
 2)
	Complaints received by the laboratory are monitored for response, corrective action and follow-up. Responses to complaints will be forwarded to the director for review and any additional recommendations of appropriate action.

1. Patient and other customers

2. Staff

	Comments:




	Performance Improvement Monitoring/ QIP – Quality Improvement Program

	 FORMCHECKBOX 
 1)                      FORMCHECKBOX 
 2)
	The laboratory will identify potential problems or areas of improvement within the laboratory.  

1. Monitored for frequency, possible causes, corrective action and improvement

2. Documented by the laboratory supervisor and reviewed by the laboratory director

	Comments:




	Training – New Employee and New Procedures & Equipment – also see organization checklist

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)
	1. Lab specific job descriptions entailing the duties of each employee are kept on hand in the personnel file.  Each employee must read and sign off on their particular job description.

2. Each employee trained on new procedures or new equipment must be documented, signed by employee and the trainer and the records kept in personnel file.

	Comments:




	Continuing Education – also see organization checklist

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)

 FORMCHECKBOX 
 3)
	Continuing education provides personnel an opportunity to review and expand their knowledge. Define minimum number of hours per year, document and keep in employee records.

1. Safety

2. Technical testing (new & on going)

3. Shipping

	Comments:




	Quality Control – also see Quality Control checklist

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)

 FORMCHECKBOX 
 3)

 FORMCHECKBOX 
 4)

 FORMCHECKBOX 
 5)
	Each procedure outlines the required control materials and analysis frequency for the tests performed in the laboratory.

1. Daily review and initial

2. Link testing personnel to Results

3. Director, supervisor or designee review QC and patient results

4. Record lots numbers of reagents, QC materials on worksheets

5. Monitor QC through Levey Jennings charts or other compiled summary

	Comments:




	Equipment Maintenance – also see Organization checklist

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)

 FORMCHECKBOX 
 3)

 FORMCHECKBOX 
 4)

 FORMCHECKBOX 
 5)
	A separate manual for equipment maintenance is kept in the laboratory.  Each instrument in use has a separate procedure for maintenance and the time frame for the performance of the maintenance.

1. Daily, weekly, monthly, quarterly, semi-annually, annually

2. Manufacture’s maintenance recommendations are followed

3. Trouble-shooting schemes and training are developed

4. All maintenance and trouble-shooting is documented; explanation, dated, initialed, resolution, affect on patients

5. Any preventive maintenance, repairs, or part replacement records is kept for the lifespan of the equipment plus a minimum of 2 years.

	Comments:




	Validation Studies – also see equipment and instruments checklist

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)


	1. Accuracy–is the true value of a substance being measured. Verification of accuracy is the process of determining that the test system is producing true, valid results. Determined by:

a. Assay materials with assigned values

b. Compare patient results to existing methods

c. Verify results from inter-laboratory survey specimens

d. Split specimens with another lab

2. Precision – is reproducibility, the agreement of the measurements of replicate runs of the same sample. 

a. Run minimum of 20 samples each QC level over 5 -10 days

b. Calculate CV and SD, smaller is better

	 FORMCHECKBOX 
 3)
	3. Sensitivity – is the ability of a test system to report as positive the greatest number of patients who have the disease or condition for which they are being tested.

a. Determine lowest detectable range using dilutions of low controls and calibrators.


	 FORMCHECKBOX 
 4)


	4. Specificity – Specificity is the ability of the test system to report as negative the greatest number of patients who do not have the disease or condition for which they are being tested

a. Freedom from interferences

b. Review literature, manufacturers inserts and labeling

c. Run specimens spiked with hemoglobin, bilirubin and lipids are various concentrations to determine potential interferences

	 FORMCHECKBOX 
 5)
	5. Specifying interfering substances chemicals, solutions, materials or substances, which will affect the test being performed

	 FORMCHECKBOX 
 6)
	Establishing reportable (linearity) ranges

6. Linearity range of test values over which there is a valid relationship of the instrument, kit or test systems measurement response

a. laboratory must demonstrate a linear relationship between the actual and expected values of a test procedure

b. must be run for validation as well as at least annually

c. determines the lower limit of reporting as well as the upper limit of reporting

d. plot the expected values on the x axis and the actual values on the y axis

	 FORMCHECKBOX 
 7)
	Establishing reportable reference (normal) ranges

7. Reference ranges are a measured set of values determined to occur in a healthy non-diseased population.

a. literature references

b. package inserts

c. patient population start with 20 to 40 samples and calculate mean, SD 95%

	Comments:




	Method Comparison & Parallel testing

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)

 FORMCHECKBOX 
 3)

 FORMCHECKBOX 
 4)
	Compares different instruments testing the same analyte

1. Done semi-annually between similar instruments or methods

2. Run a minimum of 40 samples and perform comparison

3. Confidence interval must be greater or equal to 0.95 on all parameters

4. The lab director should set the acceptable limits



	Comments:




	Carryover

	 FORMCHECKBOX 
 1)
	The lab must show that their instruments or test system does not have any carryover.
1. Run blanks behind high samples to measure carryover

	Comments:




	Procedure Review

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)

 FORMCHECKBOX 
 3)

 FORMCHECKBOX 
 4)

 FORMCHECKBOX 
 5)
	All procedures used in the lab must be documented, reviewed and signed

1. Lab Director or designee reviews annually or as needed by method revision, policy changes, etc.

2. Revision changes version number, effective date

3. All revisions should be documented in ink on the original copy along with initials of the supervisor or designee and the date of change

4.  This superseded/obsolete copy must be kept for at least 5 years.

5. Communicate revisions to staff.  

	Comments:




	Blind specimen Analysis or Split Samples

	 FORMCHECKBOX 


	The supervisor or director periodically submits blinded or split specimens for analysis to randomly selected technologists. Independently derived results are then compared. 

	Comments:




	Competency – also see organization checklist

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)

 FORMCHECKBOX 
 3)

 FORMCHECKBOX 
 4)

 FORMCHECKBOX 
 5)

 FORMCHECKBOX 
 6)

 FORMCHECKBOX 
 7)
	New employees are checked for competency twice during their first year of employment in the laboratory. Existing employees are checked annually and periodically as needed.  Competency may be checked by:

1. Direct observation (use SOP or a check list to insure no steps are omitted)   

2. Quality control result review

3. Repeat and split sample testing

4. Unusual patient or unusual control result review

5. Proficiency testing review

6. Blind samples

7. Oral examinations

If an employee fails their competency checks, they must complete a retraining procedure before they can test patient samples

	Comments:




	Storage for Laboratory Records – also see organization checklist

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)
	All laboratory records inclusive of requisitions, patient results, QC logs, maintenance logs, QA logs are retained for five years.  

1. Records are to be stored in an orderly manner that allows retrieval within 24 hours. 

2. Records may be stored off site and on site in locked and secure storage.

	Comments:




	Result modification / Amendment

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)

 FORMCHECKBOX 
 3)
	An incorrect result needs to be modified and the correct result entered. Discrepancies are resolved immediately 

1. All modified results must be brought to the attention of the ordering physician/clinic and documented.

2. The modified report must include the initials of the technologist and the lab supervisor as well as a brief explanation if appropriate

3. Modified (amended) reports will be documented under the quality assurance monitoring.

	Comments:




	Result Reporting Change

	 FORMCHECKBOX 
 1)

 FORMCHECKBOX 
 2)
	1. Changes in test methodology and /or reference ranges must be communicated to the ordering staff by a lab note or department memo.

2. Changes must also be reported to the associated study administrators, as changes may have an effect on data analysis or safety reporting requirements.

	Comments:




	References:

· Federal Register, Department of Transportation, 49 CFR Parts 171, 172, 173, 177, and 178: Hazardous Materials: Revisions to Standards for Infectious Substances: Final Rule

· 39 CFR Part 111: Hazardous Materials: Proposed Domestic Mail Manual Revisions for Division 6.2 Infectious Substances and Other Related Changes

· OSHA 29 CFR Part 1910.1030: Bloodborne Pathogens

· Clinical Laboratory Improvement Amendment (CLIA) Self- Assessment Questionnaire

· College of American Pathologists (CAP), Laboratory General Checklist for Laboratory Accreditation Program

· ICH E6 Good Clinical Practice: Consolidated Guidance (GCP)

· HPTN Manual of Operations, Johns Hopkins Hospital HIV laboratory

· Westat SOP checklist General Required Elements


	Initial Review Comments/Recommendations to the Site:
	 FORMCHECKBOX 
 Further Revisions Needed

 FORMCHECKBOX 
 No Further Revisions Needed

	[Insert comments/recommendations]


	Initial Review Completed by:
	[Insert Name] 

	Date of Initial Review:
	[Insert Date]


	Response from Site:

	[Site will complete]


	Updated Review Comments/Recommendations to the Site:
	 FORMCHECKBOX 
 Further Revisions Needed

 FORMCHECKBOX 
 No Further Revisions Needed

	[Insert comments/recommendations]


	Updated Review Completed by (if applicable):
	[Insert Name] 

	Date of Updated Review:
	[Insert Date]


	Response from Site:

	[Site will complete]


	Final Review Completed by:
	[Insert Name] 

	Date of Final Review:
	[Insert Date]
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