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I.
POLICY


It is the policy of Einstein Medical Center and Elkins Park Laboratories to maintain policy and procedure manuals and forms in accordance with the requirements of the College of American Pathologists, CLIA, AABB, Joint Commission, and CMS Conditions of Participation.

The Laboratory has a document management system in place to ensure all documents in use are written in the approved formats, reflect the current version, and are reviewed and approved by appropriate individuals in a timely manner.

II.
IMPLEMENTATION
A.
Manual Management:
Each section supervisor for a Laboratory Discipline will coordinate the review of the procedures for that section, including creation of new documents, revision of existing documents and annual review.  Documentation of review of all laboratory documents will be performed at least every  24 months
All policies and procedures are Word documents.  As such, there is an on-line record of their creation date and any modification dates.
B. 
Electronic Policies and Procedures:
All current policies and procedures are available to staff on the H-drive of the Einstein Healthcare network. There are four folders on the H-drive for each P&P discipline section: Current SOPs, Draft, Retired, and Forms.
1.
Only section supervisors and section directors have access to the H-drive with the security level allowing them to alter documents

2.
All other Laboratory personnel have read-only access to the H-drive.  They can review policies and procedures on-line, but cannot change them in any way.

3.
Drafts final changes and document control are the responsibility of the section supervisor.

4.
All steps in the document control creation should be reviewed against the Policy and Procedure Checklist (AD02-016 Appendix A) to ensure that all steps have been completed.   


C.
Document Control:
Information regarding new, revised and deleted forms will be logged onto a Document Control Log (AD02-028 Form C) using the following format:

	FORM NUMBER
	TITLE
	DATE OF ISSUE
	DATE OF REVISION
	REVISION NUMBER
	LOCATIONS OF COPIES
	SCHEDULE OF REVIEW
	APPROVED REVIEWERS
	DATE RETIRED


Information regarding new, revised and deleted procedures/policies will be logged onto a Document Control Log (AD02-028 Form B) using the following format:
	SOP Number
	Procedure Title
	Effective Date
	Revision Date-

Indicate NA if no Change
	Was change made Y or N
	Change made – Have Medical Director Sign – for revision changes
	Month of Review
	Owner


1. All current forms and appendices or attachments are located on the H-drive under the disciplines sub-folder

2. Each subfolder has a Master list of SOPs, (AD02-028 Form B) and a Master list of Forms/Appendices/Attachments (AD02-028 Form C).
3. This log is maintained by the section supervisor.
D.
Documents Requiring Section Director Review:
1. The Section Director or designee must review and approve all new technical policies and procedures, as well as substantial changes to existing documents, before implementation.

a.
The only changes that do not require Section Director review include the following:

· Clerical, grammatical, and cosmetic alterations.
· Changes that do not impact operations

· New Leadership review- Section Director review NA 

2.   Section supervisors will make the initial revisions and submit them to the Section Directors with changes highlighted in yellow
a. The supervisors will complete a final review with the updates from the Section Directors.

b. The policy or procedure will then be presented at the Laboratory section meeting and, if necessary, review by staff will be documented. Staff will not be required to sign off and review the following changes related to technical policies and procedures:
· Clerical, grammatical, and cosmetic alterations.

· Changes that do not impact operations

c.
The documentation of the Section Directors’ reviews will be maintained with each discipline in their respective P&P manuals. 

d.
The Section Directors’ approval signatures on the policies and procedures indicate that the approved changes will be made to the electronic Guide to Laboratory Services if needed.

E.
Review and Approval of New Documents:
1.
All new technical policies and procedures written will be approved by the Section Director and Medical Director. 
2.
This approval will be captured by a signature located on the last page of the procedure.

F.
Review and Approval of Changes to Approved Documents:
1.
These document revisions can be in response to various factors, including (but not limited to) requests from physicians that necessitate a policy or procedure change, standards and regulatory changes, new instrumentation or test methodologies, change in reagents or materials, and improvements to policies and procedures as a result of root cause analysis of problems.
3. Areas of the document that are being updated will be designated by a yellow highlight on the draft version of the procedure.
4.
Documenting Changes:
a.
Anytime a change is made to a policy or procedure, the existing version is copied to the DRAFT folder on the H-drive.  All changes to the procedure are made in this DRAFT version.

b.
“DRAFT” and the initiation of the change date are added to the title in red font color to indicate this is a DRAFT version. All minor changes (clerical errors) will be considered the same version   
c.
When the DRAFT changes are completed, the procedure will be forwarded to the appropriate Section Directors, for review and comment.

d.  The final DRAFT version will be reviewed by the Section Director and Supervisor in a timely manner.

 The finalized DRAFT version will then be submitted to the Medical Director or designee for approval. Retire DRAFT procedure before updating with the new version number. RETIRE procedure as follows: On the history page of the retired document put the date retired and the current document number that will be retired.  

e.
The version number of the document will be updated on all pages. 

f.
The Document Control log will be updated by the section supervisor to include the revision date.
g.
The staff will then be notified.  A consensus decision by the section supervisors at EMCP and EMC-EP if applicable will indicate if the staff needs to merely review the change or if they need to be trained. All revisions to a P&P have to be documented on the Manual and New Procedure Review form. (AD02-028 Form A).  Documentation of this review is kept in a binder by each discipline. The binder is titled Revised/New Policy and Procedure Review. 
1)
Staff review of the revised/new policy will be documented with a cover sheet attached to the new procedure (form# revised/new procedure review).  The cover sheet will be signed by each employee to indicate review.

2)
If the staff requires training, training documentation will be created as an amendment to the existing orientation sheet for that discipline.

3)
Each employee will have his/her training documented on a separate copy of the orientation amendment (see Employee Orientation & Competency for information on orientation).
k.
The document will then be moved onto the current policy/procedure file on the H-drive.

l.
Revised copies of the document will be printed
m.
All old copies of the document will be retired by the section supervisor and will be documented on the document control log. 
n.
The previous version of the document will be moved to the retired folder on the H-drive.
o.    The notation retired will be placed immediately after the document title and the date retired will be recorded after the document title and on the history review page.
p.  Retired documents are kept on the H-drive or on paper for at least 7 years after the date of their final revisions.

G.
Forms/Appendix/Attachments:

Forms are blank documents on which the results generated from the performance of a given procedure are recorded.  Form documents should include:

1.
A title that describes the form’s purpose.

2.
Facility name and location EMCP or EMC-EP.
3.
Fields in which to record information generated from performing the procedure.

5.
The form number will be indicated by the document number + Form A. of the procedure or policy that accompanies the form. 
6.
If a procedure has more than one form it will be accompanied by the procedure number + Form B, C, etc.

7.
Revisions to a form will be documented as A2, A3 etc. – All original forms are considered A1 any revision would always start with A2, B2 etc.

8.
Documents that are not forms should be titled as appendixes or attachments.

H.
Rules Applicable to all Document Changes:
1. The original, current version of a document is in the Policies and Procedures folder on the H-drive.  Subfolders are found for every Laboratory Discipline and the Administrative/Quality Program Manual. Subfolders include: Draft and Retired folders and forms
2.
Retired documents are kept on the H-drive for 7 years after the date of its final revision.

I.
Annual Review of Unchanged Documents:
1.   All documents are reviewed at least annually by the section supervisors.
2. If a document is reviewed but unchanged, the review will be recorded at the end of the document under the “History Review”.    
J.
Staff Review of Manuals:

Each section supervisor has a complete listing of all department specific personnel who have read and signed all policies and procedure applicable to their section. The AD02-028 Form D: Procedure Manual Document of Review Signature Form includes the name, signature, title, initials and date of hire of all the department specific staff.


Each staff member signs and initials the space provided next to his/her printed name.


The section supervisor updates, AD02-028 Form D: Procedure Manual Document of Review Signature Form, when new employees are hired.

Each section supervisor has a complete listing of all department specific personnel who have read and signed all policies and procedure applicable to their section. The AD02-028 Form D: Procedure Manual Document of Review Signature Form includes the name, signature, title, initials and date of hire of all the department specific staff.


Each staff member signs and initials the space provided next to his/her printed name.


The section supervisor updates, AD02-028 Form D: Procedure Manual Document of Review Signature Form, when new employees are hired.

The laboratory staff is required to review all policy and procedure manuals applicable to their job requirements at least every 2 years.  Documentation of the staff review will be maintained in the front of each manual.

DO NOT use white out or completely obliterate mistakes by blacking out with a pen.  If an error must be corrected; it is crossed out with a single line.  Write the correction on top and date and initial it.


 Documentation of an item on a form or record must be placed appropriately on the form.  For example, if there is a line for a tech’s initials, the tech  MUST initial on that line, not elsewhere on the form.
III.
REFERENCES

A.
Clinical Laboratory Technical Procedure Manuals; Approved Guideline – Fourth Edition, GP2-A5, Vol 22, No. 5, NCCLS, Wayne, PA, March 2006.
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