L.E.M.  LABORATORIES STANDARDS

A.ORGANISATION AND QUALITY MANAGEMENT SYSTEMS

SECTION A

A1 Professional Direction

A1.1


----L.E.M Laboratory is directed by

Herzel Ben Hur M.D, Consultant Gynecological Oncologist (Assaf Harofeh Medical Center Israel)

Tal Ben Hur Advocat. Zion Maimon, Administrator
COMPANY PROFILE

LEM Ltd. was established in 2002 and is situated in Science Park, Nes Ziona.

The company supplies Laboratory and Diagnostic services in the field of Cytology and Immunohistochemistry to General health Services, Private companies, Insurance Companies, Private Institutions and the Defence Ministry.
Licence Definition: Laboratory Services and Diagnostics

Address:
 Einstein 14 Street, Nes Ziona

Telephone:
08-9380770

Fax; 

08-9389783

The management desires to acquire excellence in a completive field and therefore has obtained Quality Assurance according to ISO 9001 and CAP American colledge of pathologist accreditation

A1.2


The laboratory aims to operate in conformity with CPA Uropean standards

A1.3

a. Personnel have the resources to perform the their duties

b. No pressure is applied to the processes for commercial or financial gain

c. Users confidentiality is maintained. Computers are secure, specimens are delivered by LEM couriers and results are delivered back to users by courier or Fax. See Section D for details

d. Arrangements are in place to maintain confidentiality of reports  See Section D 

A4.1
Management flow charts are in place See Section B

a.


 

b.
General Manager:


Herzel Ben  Hur and Tal Ben Hur
Deputy General Manager:
Zion Maimon


Laboratory Manager:

Zion Mainon


Medical manager:                      Prof. Elimelech Okon

          Medical Manager:


Dr. Herbert Merhdat (Pap & Thin prep)


Accounting:



Ofra Azoulai


Supervisor of Paps:

Sharon Ben Dor


Primary Screeners:


Rela Herivan (Pap & Thin prep)







Tanya Fink (Pap & Thin prep)







Hana Gil (Pap & Thin prep)







Lynne Katz







Ana Lachmonov







Dr Ignatt. Schwarz ( Pap & Thin Prep )







Dr. Herhert Merhdat (Pap & Thin Prep)






Dr. Julia  Strenov







Slava Landau


Secondary Screeners:

Dr. Herbert Merhdat







Rela Herivan







Tanya Fink







Hana Gil



Pathologist (Abnormalities)
Dr Herbert Merhdat

A2 Needs and requirements of users

A2.1 The laboratory has a policy of meeting users needs by direct consultation with the users by phone and a yearly questionnaire

A2.2 Management formally reviews users needs by questionnarre each year and in between on an ad hoc basis by speaking with them

A2.3
Has a quality policy detailed in the laboratory ISO document 9000:2000 

The quality policy in regard to users records the following:

a. Information for patients 

b. Collection of specimen

c. Issue of preliminary tests, process and final examination (noting the person authorized to release the diagnosis)

d. Customer complaints 

e. Procedure for rectification of results

f. A procedure for yearly review of the above parameters

A3 Quality Policy

A3.1

 a. The laboratory and its staff are committed to achieving The CAP Standard for Pap smears

b. This achieved by all processes in the system of processing the Pap Test ( Sections E, F, G),  including the monitoring results (Section H)

c.  Staff are required to be familiar with the quality manual and to follow the relevant documented procedures for each part of the process.

d.  Staff are committed to good professional practice and this is achieved by attending continuing education programs

e.  Staff are aware of the relevant Occupational Health and Safety Regulation

f.   Staff are required to comply with the relevant  Israeli environmental   regulations

g  Staff  are committed to continuing compliance with CPA (Uropean) accreditation standards

A3.2 

a. The quality policy manual is signed by the Laboratory Manager

b. The quality policy manual us available to be read ansd is implemented by staff throughout the laboratory

c. The quality policy manual is reviewed for its effectiveness annually

A4
Quality Management

A4.1 There is a quality management System in place. Documentation ISO9001:2000

Section4

Quality Management System, Quality Manual

1. Objective
Creation of a system of regulations and objectives for Quality Management within the organization, according to the requirements of the Israeli Standards ISO 9001:2000

2. Definition
2.1 Organizational structure, Responsibility, Regulations, procedures and personnel to enforce the service quality system.

3. Applicable Documents
3.1 Israeli Standard ISO 9001:2000  section 4.1, 4.2.1, 4.2.2

4. Method
Quality Manual:

· Company Activities are described and detailed 

       .       
· The Quality System of the Company comprises three main sections: 

Marketing

 Acquisitions 

Service.

The processes carried out in each of the sections are documented and summarized in the Management Summary.   

Relations between the sections are documented in the Relations Diagram – Appendix 4/1-01.  

4.4 This manual contains written instructions and regulations including all the necessary activities and process characteristics in order to ensure the quality requirements of the client, from the  price quotation through to the supply of service to the client.   

  4.5 Documentation requirements
       Obligatory Regulations are defined in the Quality Assurance Regulations according to 

       ISO9001:2000.  

     4.5.1 Document Control – Regulation No. 5.

     4.5.2 Control of Records – Regulation No. 6

     4.5.3 Internal Audits - Regulation No. 19

     4.5.4 Non-conforming product Control – Regulation No. 22

     4.5.5 Corrective Action – Regulation No. 25

     4.5.6 Preventive Action – Regulation No. 26

  4.6 Laws and Standards

      4.6.1  Regulations for National Health (Medical Laboratories) 1977, revised 1994.

      4.6.2  Regulations and Instructions- Ministry of Health.

5. Responsibility

     The Quality Assurance Manager is responsible for carrying out this regulation.

6. Attachments
    Attachment  4/1-01 – Relations Diagram.

7. Review and Revision
    This regulation will be reviewed at least once a year and the review will be documented.
4.2 Roles  responsibilities and authority of all staff are defined in A1.4 of 

This document

4.3


a. 
The laboratory has in place plans for setting Quality objectives. This is achieved with the laboratory executive working together. The laboratory executive consists of General Managers, Medical manager and Laboratory Manager

b.
The Laboratory Manager is responsible for the preparation of the Quality Manual

c. 
The Quality manager is Zion Mainon

d.
Zion Mainon and Tal Ben Hur are responsible maintaining and updating all documents

e.
Zion Mainon is responsible for the maintenance of all quality records

f.
Zion Mainon is responsible for control of clinical material

g.
Zion Mainon  and Tal ben hur are responsible for conducting  the yearly management review process
A5 
Quality objectives and plans

5.1

a. The laboratory has an established quality policy in the form of ISO 9001 2000. The laboratory has a laboratory procedure manual which is used to maintain the quality objectives. This is reviewed annually.

A6
Quality Manual

6.1 The laboratory Quality Manual is in place in the form of an ISO 9001          

           2000
document

6.2 The quality manual includes:

a. A quality policy  ISO 9001-2000
Section 4.5

b. A Quality Management system as described in the ISO 9001-2000


Section 4

c.
Organisational chart

                   
 

d. An outline of the structure of the documentation used for the management of resources  

Section B,Cand  D see pages

Section E,F and G see pages

Section H
see pages

A7
Quality manager

A7.1
The Quality manager is Zion Maimon, Laboratory Manager

A7.2
The Quality Manager and Tal Ben Hur meet once a month to discuss quality issues and this is minuted .

A7.3
The Quality Manager is responsible for ensuring that;

a. the quality system is implemented and maintained.

b. Reporting to management that the quality system is functioning and is effective. This done at the monthly meetings between Tal Ben Hur and  the Quality Manager.
c. The laboratory manager is aware of the needs of the users by the annual questionnaire and personal contact with users. Such contact is documented for action at the next monthly meeting
8. Document Control   

From ISO 9001 – 2000 document               

Objective
Definition of controlled documentation of the Company and the manner it is executed.

2. Definition
Controlled documentation includes the technical work regulations that have to be updated and organized according to this manual.

3. Applicable Documents
Israeli Standard ISO 9001:2000, section 4.2.3.

4. Method

   4.1 Control of documentation and information
      4.1.1 This section is applicable to all persons in the Company and the aim is to define the

                structure of the documenting system.

      4.1.2  The Company manager is responsible for giving instructions to all personnel.

4.1.3  The Quality Assurance Manager is responsible for approval of quality control regulations applicable to each section.


4.1.4  Document quality control will be as follows:

        4.1.4.1  Documents will be present and available in the required places.

        4.1.4.2  Each document will be approved and signed by the company manager.

        4.1.4.3  Documents will be distributed to all required levels.

        4.1.4.4  Documents will be updated according to the latest version, and dated.

        4.1.4.5  Documents will be comprehensible and acceptable to all users.

        4.1.4.6  Documents that are out of date will be destroyed.

4.1.4.7 Every update and change to a form will be approved by the Company manager and documented by the Quality Assurance manager. Changes made to technical forms,regulations, working instructions and other controlled documents (listed in Regulation 6 (section 4.1) , must be noted on the appropriate form, stating the nature of the change, 

                     date  and name of the Quality Assurance manager.

4.1.5 Updates: The original version of an updated form will be stored by the Quality Assurance manager, and marked cancelled.

4.1.6  Updated documents will be distributed only after approval by the Quality Assurance manager. They will be distributed according to a distribution list compiled by the Quality
 Assurance  manager.

     
4.1.7 Examples of documents requiring Document control:

Specifications, sample receipt standards, company regulations, work regulations, quality egulations, corrective actions, price quotations to customers, external documents like: Department of Health regulations, catalogues, supplier specifications, ISO standards.

4.2 Method of numbering documents:

  4.2.1 The numbering system for Quality Assurance regulations matches the sectional numbering in

           the  ISO 9001:2000 Standard.

 4.2.2 Method for numbering forms:  XX    /     YY     –      ZZ

                                                              ↓              ↓                ↓

                                                        version      serial      regulation

a. Documents  are approved and authorised by TAL Ben Hur prior to issue

b. Documents have a unique identifier, date of issue, a revision version and a total number of pages. See the following page for list.

	Form No.
	Subject
	Update
	Date of Update
	No. of Pages

	4/1-01
	Interaction Diagram 
	02
	10.03
	2

	5/1-01
	Format Quality Regulations
	02
	10.03
	1

	7/1-01
	General Manager’s emphasis for  Quality
	03
	12.03
	1

	7/2-01
	Summary of Management Survey
	02
	10.03
	2

	7/3-01
	Findings of Management Survey
	02
	10.03
	2

	8/1-01
	Annual Instruction Program
	02
	10.03
	1

	8/2-01
	Authorization and Training 
	02
	10.03
	1

	9/1-01
	Diagram of PAPS examination process
	04
	06.04
	1

	9/2-01
	Diagram of Pathological Examination process
	02
	10.03
	1

	12/1-01
	Supplier Authorization Questionnaire
	02
	10.03
	1

	12/2-01
	Form for Non-conformity of Supplier/Product
	05
	08.04
	1

	13/1-01
	Work Procedure for Cutters
	02
	10.03
	1

	13/2-01
	Procedures for receiving Histology Samples
	05
	05.05
	1

	13/3-01
	Procedures for receiving PAP samples
	05
	05.05
	1

	13/4-01
	List of Forms
	02
	10.03
	1

	13/9-01
	Directions for Maintaining Laboratory Equipment
	02
	10.03
	1

	13-01/10
	Fax Message
	05
	08.04
	1

	13-01/11
	Procedure for Removal of Slide from Laboratory
	05
	08.04
	2

	13-01/12
	Procedure for marking Pathology samples
	05
	05.05
	1

	13-01/13
	Procedure for marking PAP samples
	05
	08.04
	1

	13-01/14
	Work procedure for Accountant
	05
	08.04
	1

	13-01/15
	Protocol for Pathological Staining
	05
	08.04
	1

	13-01/16
	Protocol for PAP staining
	05
	08.04
	1

	13-01/17
	Form for Unmatched samples and corrective action
	05
	08.04
	1

	13-01/18
	Procedure for operation of Thin PAP machine
	05
	05.05
	1

	18/1-01
	Customer Satisfaction Questionnaire
	05
	05.05
	1

	19/1-01
	Internal Audit Report
	02
	10.03
	20

	19/2-01
	Quality Auditing Program
	02
	10.03
	1

	20/1-01
	Internal Inspection
	02
	10.03
	1

	23/1-01
	Data Collection Form
	02
	10.03
	1

	24/1-01
	Form for Attaining Quality Objectives
	02
	10.03
	1

	25/1-01
	Form for non-conformity
	02
	10.03
	1


c. All documents have a unique identifier documented (see list above)

d. All documents are legible, and retrievable. They also have the identifier on the document

e. Documents are reviewed annually and updated as required

A8.2
Only the current documents are available out of date documents are archived.

A8.3The laboratory adheres to current Israeli legislation, regulations and guidelines on the retention of documents

A9.1
The laboratory has in place a procedure for the controlling of records

a. All documents are kept on computer, paper records are scanned onto CD.

b. The records stored on computer are secured by a computer security system

c. The CD's are stored in the Pap processing room. These are duplicated  to another disc twice weekly and stored off-site

d. All duplicate downloaded record are kept indefinitely in off-site storage

9.2  All external documentation is on computer and the paper copy is removed by an external security firm,who shared and dispose of the material securely.

9.3  Quality records are available from the laboratory to demonstrate compliance to the operation of quality management. These records are kept in the laboratory Manager’s office

9.4 . Pap smear flow chart identifies the processes and the paper work generated during this process enables the reconstruction of the process

A10
CONTROL OF CLINICAL MATERIAL

10.1   a.
Procedures are in operation for the identification and indexing (see A8)

b. For security procedures see A9.1b

c. For retention of documents see A9.2c

d. For storage and retrieval of documentation see A9.2 d

e. Pap smear slides are not disposed of, see 10.2

10.2 All slides are kept as per Israeli regulations for a minimum of 25 years

10.3


Quality Management System, Quality Manual

1. Objective
Creation of a system of regulations and objectives for Quality Management within the organization, according to the requirements of the Israeli Standards ISO 9001:2000

2. Definition
2.1 Organizational structure, Responsibility, Regulations, procedures and personnel to enforce the service quality system.

3. Applicable Documents
3.1 Israeli Standard ISO 9001:2000  section 4.1, 4.2.1, 4.2.2

4. Method
Quality Manual:

· Company Activities are described and detailed 

       .       
· The Quality System of the Company comprises three main sections: 

Marketing

 Acquisitions 

Service.

The processes carried out in each of the sections are documented and summarized in the Management Summary.   

Relations between the sections are documented in the Relations Diagram – Appendix 4/1-01.  

4.4 This manual contains written instructions and regulations including all the necessary activities and process characteristics in order to ensure the quality requirements of the client, from the  price quotation through to the supply of service to the client.   

  4.5 Documentation requirements
       Obligatory Regulations are defined in the Quality Assurance Regulations according to 

       ISO 9001:2000.  

     4.5.1 Document Control – Regulation No. 5.

     4.5.2 Control of Records – Regulation No. 6

     4.5.3 Internal Audits - Regulation No. 19

     4.5.4 Non-conforming product Control – Regulation No. 22

     4.5.5 Corrective Action – Regulation No. 25

     4.5.6 Preventive Action – Regulation No. 26

  4.6 Laws and Standards

      4.6.1  Regulations for National Health (Medical Laboratories) 1977, revised 1994.

      4.6.2  Regulations and Instructions- Ministry of Health.

5. Responsibility

     The Quality Assurance Manager is responsible for carrying out this regulation.

6. Attachments
    Attachment  4/1-01 – Relations Diagram.

7. Review and Revision
    This regulation will be reviewed at least once a year and the review will be documented.
4.6 Organizational structure

A.6
[image: image1]
______________________________________________________________________

B PERSONNEL                                                      31 August 2010
B 1. PROFESSIONAL DIRECTION

B1.1

L.E.M Laboratory aims to have appropriate numbers of fully qualified staff at all times and who are committed to providing the highest qualified service.

Name: Herberd Mehrdad  MD. Specialist  in Pathology and Cytologist* 

Languages: English, Hebrew, Persian fluently

Part-time Consultant Cytopathologist L.E.M  2002 until present 

Place of Work (current):   Assaf Harofeh  Medical Center, Tel Beer Yaacov,  Israel

 Department:       Pathology

A.        EDUCATION  

PERIOD OF       NAME OF               SUBJECT      DEGREE  OR                 DATE

STUDY              UNIVERSITY                             PROFFESSIONAL        AWARDED

                                                                                    LICENSE

 19863-1969          National Univ.                                      M.D                              1969                                               

                              Teheran, Iran                           

   1990                       Consultant Pathologist             Assaf Harofeh Medical Center 

B.        MEMBERSHIP IN PROFESSIONAL SOCIETIES

YEAR                              SOCIETY                                    

1983- To Present     Israel Pathology Association  Israel  
1983- To Present      International Assoc. of Pathology

1998- To Present       International Assoc. of Urologic Cytology  and Pathology         

1998- To Present       Israel Assoc. for the study of the liver

1999- To Present       Israel Assoc. for the study of the breast.

1990                          16th International Tutorial on Clinical Cytology, Vienna, Austria

2002- To Present        Consultant Cytopthologist Assaf Harofeh Medical Center

                                   And part time consultant Cytopathologist L.E.M UK Laboratiries

Dr. Julia Stranov, Senior Cytopathologist

B1.1 THE LABORATORY IS DIRECTED BY 

PROFESSOR ELIMELECH OKON M.D, CONSULTANT PATHOLOGIST * 
a) 1971 Awarded M.D, Hadassa Medical School of Medicine Jerusalem.
1976 Specialization certificate in Pathology, Hadassa Medical Center Jerusalem.

1977  Postdoctoral training period in Surgical Pathology, St. Bartholomews Hospital, London, England.


1977  Postgraduate visitor in the Pathology Department, St. Marks Hospital, London, England

1988  Visiting Professor, Mallory Institute Pathology  and Department of Pathology,  Boston University. Boston, USA.

1996 Visiting Professor Mallory Institue, Boston                                        University, school of Medicine Boston. US
1996- To present  Head Department of Pathology, Rabin                            Medical Center, Beilinson Campus, Petach Tiqva, Israel.
b.  1997- To present Clinical Professor in Pathology, Sackler                          School of Medicine, Tel Aviv University, Tel Aviv, Israel.                             
1998- To present Chairman, Central Research Authority,                                 

Rabin Medical Center, Beilinson Campus, Petah Tikva, Israel.
1996- To present is  Chairman at Rabin Medical Center for all Scientifing meetings,   teaching and training masters and specialist physicians in pathology.
1996- To present is heading weekly staff meetings in the                     Department of Pathology.                                                          
2004- To present heading bi- weekly the staff meetings in                                 L.E.M. All problematic cases are presented to Professor Okon.                                                         
B 1.2Consultant on site

L.E.M  LABORATORY STANDARDS
B PERSONNEL                                                       31 August 2010
B 2.1 Staffing 

Pathologists

Name:
Muralee Dharan, M.B.B.S., M.D., M.I.A.C.*

Languages:  English, Hebrew, Indian fluently

Part-time Consultant Cytopathologist L.E.M UK – 2004 until present

ACADEMIC DEGREES
Medical Degree:
Medical College, Trivandrum (1969-74)




University of Kerala, India




1974-1975 Housemanship (general)



1975-1980 Senior Housemanship (in Med)
Speciality Board
Part I -   May 1985

 examination:

Part II -  May 1990

Speciality Board Certification, Pathology - Israel Health Ministry 27-10-1991, University of Tel Aviv

ACADEMIC APPOINTMENTS
2004    Clinical lecturer in Pathology, Faculty of Medicine, Technion, Israel Institute 

            of Technology, Haifa, Israel ( renewed 01/03/04 )

2000    Lecturer in Pathology, Faculty of Medicine, Technion, Israel Institute of Technology, Haifa, Israel

1993
Clinical Instructor, Rappaport School of Medicine, Technion, Haifa, Israel

1991
Post-Graduate Instructor, Rappaport School of Medicine, Technion, Haifa, Israel

PROFESSIONAL EXPERIENCE
1993


Head Cytopathology Unit, Haemek Medical Center, Afula

1991


Senior Pathologist, Ha Emek Medical Center, Afula.

1987-1990

Residency in Pathology, Ha Emek Medical Center, Afula.

6/1985-12/1987
Forensic Pathology (army service), L. Grinberg Forensic




Institute, Tel-Aviv
1982-1985

Residency in Pathology, Haemek Medical Center, Afula

RESEARCH INTERESTS
Tumor Pathology, Molecular Aspects
TEACHING EXPERIENCE
Since 1991
General Pathology (neoplasia), Graduate medical students, Rappaport



School of Medicine, Haifa



Special Pathology – Biliary tract
Since 1991
General Pathology (neoplasia), Touro College



Special Pathology – Biliary tract
MEMBERSHIP IN PROFESSIONAL SOCIETIES

1.
Member of Israel Medical Association

2.
Member of Israel Pathologists Association

3.
Member of Israel Cytologists Association

4.
Member of International Academy of Cytology (MIAC)

5.
Member of the New York Academy of Sciences

6.          Member of European Society of Analytical Cellular Pathology
7.          Member of the International Academy of Pathology

HONORS

Certificate of merit for the outstanding doctor, 1987, Haemek Medical Center, on the 75th Anniversary of Kupat Holim (Israel Health Federation).

BASIC SCIENCE RESEARCH

2005 – Dr. MACHULA YELNA ( post-graduate in Gynecology and Obstetrics ):

Cytologic changes in PAP-smears in women with Lichen Sclerosus.

ACTIVE PARTICIPATION IN MEDICAL SEMINARS

1.
3rd Conference of the European Society for Analytical Cellular Pathology,

Grenoble, France 16-20 May, 1994.

2.        XXIV International Congress of the International Academy of Pathology.
            Amsterdam, 5-10 Oct., 2002

PARTICIPATION IN ADVANCED (CONTINUING) MEDICAL EDUCATION
            1.        An update in urologic oncopathology. Jan 10-12, 2003. Tata 

                        Memorial Hospital, Mumbai, India.

            2.          Review course in cytopathology. Sept 17-21, 2003. The Rappaport faculty of 

                         medicine and Rambam medical center, Haifa, Israel

             3.         Continuing Medical Education Program. The College of American Pathologists,

                         2003-2005

SPECIAL TRAINING IN CYTOLOGY
1. 30th Annual postgraduate for pathologists in clinical cytopathology, April-May 1989. The John Hopkins Hospital, Baltimore, USA.

2. Advanced aspirative cytology, Faculty of  Medicine  and Rambam Medical Center, Haifa, Israel, Oct. 1982.

3. 16th International tutorial in clinical cytology, Oct. 1990, Vienna, Austria (International Academy of Cytology).

4. Cytology of cerebrospinal fluid, Faculty of Medicine, Technion and Rambam Medical Center, Haifa, Israel, Feb. 1992.

5. Introduction to analytical and quantitative cytology – Faculty of Medicine and Rambam Medical Center, Haifa, Israel, Nov. 1993.

6. Cytology of lymphomas and retroperitoneal tumors. Faculty of Medicine and Rambam Medical Center, Dec 27-30, 1994.

7. Forty-third tutorial on clinical cytology – Review course of clinical and diagnostic cytology. Chicago, Illinois, March 14-21, 1998.

8. Fifth International conference of the computerized cytology and histology laboratory. Chicago, Illinois, March 22-25, 1998.

9. Liquid Based Cytology Workshop – XV International Congress of Cytology. Santiago de Chile April 11 -15, 2004. 

10. Thyroid Cytopathology and its Histopathological  bases – XV International Congress of Cytology. Santiago de Chile, April 11 – 15, 2004.

Name: IGNAT SCHWARTZ MD  Specialist  in Pathology and Cytologist* 

Languages: English, Hebrew, Russian fluently

Part-time Consultant Cytopathologist L.E.M UK   2003 until present 

Place of Work (current):   Sheba Medical Center, Tel-Hashomer Hospital, Ramat Gan,  Israel

 Department:       Pathology

A.        EDUCATION  

PERIOD OF       NAME OF               SUBJECT      DEGREE  OR                 DATE

STUDY              UNIVERSITY                             PROFFESSIONAL        AWARDED

                                                                                    LICENSE

 1983-1989          Astrakhan  State         Medicine             MD.                              1989  

                            Medical  Institute,

                            Russia 

1989-1990          Tambov Regional                                internship in 



                Bureau of Pathology                           pathology

1992                    Israel  State Medical  License  Examination - License #  26520  

1999                    Step  "A"  Examination  in  Pathology  Specialization 

2001                    Step  "B"   Examination in  Pathology  Specialization

 December 2002 - Specialist in Pathology  - License # 19831 
B.       FURTHER STUDIES

PERIOD OF       NAME OF UNIVERSITY     SUBJECT         DEGREE OR

STUDY                                                                                      PROFESSIONAL

                                                                                                   LICENSE

1995-1998             Tel Aviv University              Pathology       Post-graduating

                                                                                                     training

2003                    Medical Faculty of                  Review Course in Cytopathology

                            Technion, Haifa

2004                    Medical Faculty of                  Review Course in Cytopathology

                            Technion, Haifa

2005                   Medical Faculty of                  Review Course in Cytopathology

                            Technion, Haifa

2005                     Cytyc UK Training                  ThinPrep®  Morphology Training       

C.  CLINICAL EXPERIENCE

PERIOD                NAME OF                   DEPARTMENT           RANK/

                              INSTITUTION                                                FUNCTION

1992-1993          Kaplan Hospital,                 Post-graduating  

                            Rechovot                              stage

1993- 1995        Kaplan Hospital                   Pathology                  Doctor on duty

                           Rechovot

1995 - 2003       Tel Aviv Medical                 Pathology                  Doctor in

                          Center, Ichilov                                                        residentship

                          Hospital

2003                  Sapir Medical Center            Pathology                 Specialist Pathologist

                          Meier Hospital,

                          Kfar-Saba

2003 - 2004     Wolfson Medical Center      Pathology                 Specialist Pathologist
                         Holon                                                                                                     

2004 and till      Chaim Sheba Medical                 Pathology           Specialist Pathologist  now                   Center, Tel Hashomer Hospital                              and  Senior Cytologist

                          Ramat Gan 

D.        MEMBERSHIP IN PROFESSIONAL SOCIETIES

YEAR                              SOCIETY                                    COUNTRY

1996                  Israel Pathology Association                            Israel  
2003                  Israel Society of Cytology                                Israel

2006                  MIAC                                                              International

E.          THE FIELDS OF SPECIAL SCIENTIFIC AND PRACTICAL  INTEREST  
Gynecological and non-gynecological cytology, bone and soft tissue pathology, MOHS technique for the surgical margins assessment during frozen sections for skin tumors. 

During the last two years besides my routine work as a general pathologist I have acted as a senior and consultative cytologist in the largest Israel hospital, Chaim Sheba Medical Center, Tel-Hashomer Hospital, Ramat Gan – reporting 6,500 cases per year  of which two thirds are conventional Pap smears (4,333) and one third are diagnostic cytology (2,160).

As well as my practice work, I'm served as Assistant Teacher in the Chair of Pathology in Sakler Medical School, Tel-Aviv University. 

JULIENNE GRACE BS ( MED), MBBS, FRCPA, FIAC, DIP (OPS) MGT, MMGT, MA, DIP CYTOLOGY.

2006 Consultant Pathologist L.E.M UK

1962 BSc (MED) University of Sydney

1966 MBBS University of Sydney

1974 FRCPA Royal College of Pathologists of Australasia

1982 FIAC International Academy of Cytology

1994 DIP (OPS) MGT Macquarie University

1998 MMGT University of Technology Sydney

1998 DIP CYTOLOGY Royal College of Pathologists of Australasia

2000 MA Business Research Macquarie University

Other Senior Pathologists:
1. Dr. Tovar Anna – Senior Pathologist – Belinson Hospital and  LEM Lab Diagnostics.

2.  Dr. Stranov Julia – Senior Pathologist – Belinson Hospital and LEM Lab Diagnostics.

3. Dr. Schwartz Ignat – Senior Pathologist – Tel Hashomer Hospital and LEM Lab Diagnostics.

4. Dr. Fridman Eduard -Senior Pathologist – Tel Hashomer Hospital and LEM Lab Diagnostics.
5. Dr. Volkov Alexander –Senior Pathologist – Tel Hashomer Hospital and LEM Lab Diagnostics.
6. Dr. Diment Judith – Senior Pathologist – Kaplan Hospital and LEM Lab Diagnostics.

7. Dr. Open Magda – Senior pathologist – former Kaplan Hospital and LEM Lab Diagnostics.

8. Dr. Cagnano Emanuela – Senior Pathologist –Ichilov Hospital and LEM Lab Diagnostics.

9. Dr. Katz Semion – Senior Pathologist – former Wolfson Hospital and LEM Lab Diagnostics.

10. Dr. Konichezky – Senior Pathologist – Belinson Hospital and LEM Lab Diagnostics.

11. Dr. VeltmanVladimir –Senior Pathologist former Belinson Hospital and LEM Lab Diagnostics.

12. Dr. Kravtsov Vladimir – Senior Pathologist – Meir hospital and LEM Lab Diagnostics.

13. Dr. Sukemanov Oleg – Senior Pathologist – Wolfson Hospital and  LEM Lab Diagnostics.

CYTOLOGISTS

Name:  Rela Herivan, M.Sc.
Education

1955-1957 Bucharest University –  BA  (First Degree)

1966-1968 Bucharest University –  M. Sc. (Second Degree)

1971            Final Examination for Diploma

Employment Experience

1963-1966         Biochemistry laboratory Assistant

1963-1967          Ministry of Chemistry – Laboratory Assistant.  Person in charge of    

                             project on “Hygiene and Protection at work”.

Oct 1986–Feb 1987   Westchester County Medical Center, Department of          

                             Anatomical Pathology – Cytology Dept.

1.1987-.4.1987    Westchester Community College.  Intensive Course In English

7.1987-12.1987 Beilinson Medical Center, Gynecologic Cytology Laboratory  (PAP smear)

1.1988-10.1993 Beilinson  Medical Center, , Gynecologic Cytology Laboratory  

1989-2002 Kaplan Medical Center, Cytology Laboratory , Pathology Institute -  

                           Chief Screener 

Additional Education and Training:

         Course in Clinical Cytology (one week) Vienna, Austria

1994         International Academy of Cytology,  Chicago, Ilinois, USA  - Certificate  

                     Attached

Jan 2000       Course in Cytopathology – Rambam Medical Center, Haifa

May 2001    Course & Seminar on Gynecology Cytology – Amsterdam  at  

                        International Academy of Cytology

Oct  2004  Northern Gynecological – Oncology Center, NJS Trust – observer in  

                        Cytologic Department (Queen Elizabeth Hospital – Newcastle, GB)

2002 – To Present Cytoscreener in L.E.M and Maccabi Health Services Israel

Anna Tovbar MD

Miriam Kuni

Name:     Tanya Fink: Ms.C

Date of birth: 03.06.1961

1984 – 1991
Leningrad Scientific Research Institute of Oncology named after Professor N.N. Pertov, USSR.  Health Ministry, Laboratory of Pathologic Anatomy and Histopathology.

1998

 Worked as Cytologist Of Malignant Diseases in Leningrad

1990
 
Ms.C Leningrad

1991

To Present Chief Cytologist Rabin Medical Center

1997
Awarded CT(IAC)/ 2nd Tutorial of clinical Cytology, California USA

1998:  
Trained at CYTYC in the Evaluation of the Thin Prep Pap Test, for Gynecological and non Gynecological Cytology.

Name: Lynne Katz M.s.C, CT (IAC) Gynaecology

1985- Certified as Medical Medical Cytotecnologist By the South African Medical and Dental Council.

1985 - To Present Chief Cytologist at The Herzliya Medical Center.

Name: Hana Gil M.sC, CT (IAC)

ID: 7788524

Date of Birth: 31.5.1942

Poland

Education and training

1960 –1966

Tel Aviv University , Faculty of Microbiology MSc (second  degree)

1985 – 1986
Tel Aviv University, Course of Parasitology

1988 – 1992 
Post Graduste Laboratory Sciences, Sackler School of 

1992 Advanced medical Computing – casdim Software Systems

1991 – 1994

Advanced studies in Gynaecological Cytology, Kaplan Medical center Pathology Institute

1993 International Tutorial in Cytology, Vienna, Austria

1994 CT(IAC) eaxamination, Chicago Illinois USA

1995 – 1996

Introduction to Medicine, Sackler Medical School of Continuing Education

1997 Quality Control in Medical laboratories – Israeli Department of health

1998 Course in Laboratory Management – Autolab Softov Israel

1999 – 2000
Course in medical journalism – kupat Holim Klalit israel

1999 Course in Cytopathology – Rambam Medical center Haifa israel

2000 – 2001
Course in general Pathology – Tel Aviv Medical Center – Ychilov Hospital

2004 Course in Cytology, Prof. R.M Demay – rambam Medical Center, Haifa 

2005 Cytology and Colposcopy workshop – Tel Aviv Medical center, Sackler Faculty of  Medicine – Tel Aviv

2006 Course in gynaecologic cytology – rabin medical center

Employment Experience

1965 – 1966
Virology laboratory Assistant – School of Medicine- tel Aviv University

1966 – 1977
Central tel Aviv – Jaffa Laboratory of Bacteriology, Zamenoff Medical center, Kupat Holim Klalit Tel Aviv

1977 – 2003 Central laboratory of Haematology Zamenoff Medical center tel Aviv (Vice manager)

1994  to present
Path Lb Ltd Laboratories- kirjat Weizmann Science Park –Ness Ziona Israel (pap screener)

2006 to present
LEM laboratory Ness Ziona (pap screener)

Julia Strenov 
MD

Date of Birth:
17.6.1073

Languages;

Education:

1990 – 1997

Vladivstok Medical School (Russsia)

Employment Experience

2004 – present
Pap screener

1997 – 1999

Womens Hospital, Vladivstok (gynaecologist

2001


Bellinson Medical Centre Israel, Pathology trainee, part 2

Zion Maimin 
Laboratory Manager

Education

1975 Induction to Army

Course in combat medicine

Officers course - extensive

Officers course medical organization

1997 release from army

2003
Manager of Medical testiong at Meditest laboratory

Vice manager of LEM Laboratories – in charge of all management decisions

Responsible for staff, quality control and all othermanagement functions of the laboratory

Sharon Bendor (Supervisor of Paps)
Languages:
Mother tongue, English



Proficient in Hebrew

Education

2003 – 2004

Peer College, Rishon Ltzion

Medical Secretary Diploma Internship of Kaplan Hospital, Rehovot, Israel

1983 – 1984
Dental Assistant Program, New York University, New York, USA

1981


Beth Jacob School, Philadelphi, Pennsylania USA

Employment

2005 to

LEM Laboratories, in charge of Paps. Maintains patient  

Present
files, including logging in aof specimens, preparing slides for staining, staining of slides, correlating paper work with slides prior to dispatch to screeners, Montoring return of slides and results, typing results and after they have been signed out by the pathologist, ensuring results are dispatched 

2004 – 2005
Direct Insurance, Tel Aviv, Israel.Customer Service representa tive for life insurance, Fielded telephone enquiries from policy holders

1996 – 1998

Consulate of the State of Israel, Nicosia Cyprus.

Office manager for Consul of Israel. Participated in diplomatic meetings. Managed commincations with Embassy staff. Organizes projects and liased with Cypriot Jewish Community.

1989 – 1992
Bed and Breakfast, Gush, Katif Israel. Co-ordinated bookings

1987 – 1988
Dr. Smilovitz D.DS Cleveland Ohio USA. Assisted dentist with examinations and procedures. Communicted with ctients concerning appointments and diagnoses

 Smadar Geha
Laboratory Assistant

Date of Birth:
1957

Work experience


2001 – 2002 
Medical secretary in Pap department – College of Minhal Rishon


Responsible for:



Receiving Pap smears



Numbering slides



Staining andncovering slides



Scanning answer forme



Mailing for private doctors

At present
Medical secretary – LEM Laboratories


Transport

Drivers

Eli Badhar with his staff of drivers deliver the specimens to LEM Laboratory and disperses the computerized reports to the medical clinics.

Fedex Transportation Services are used in Israel and Abroad

B2
Staffing

B2.1
Laboratory management ensure that there are appropriate numbers staff to perform the service and to meet the relevant Israeli regulations

B2.2
Staff are registered and meet current Israeli legislation and regulations

B2.3
a.
Quality management

Zion Maimon


b.
Training & education 

Dr. Herberd  Merhdad


c.
Health & safety


Zion Maimon

B3
Personnel management


a.
there are written procedures for staff recruitment and selection

b.
orientation of new staff is carried out to a protocol and documented. The  document is kept filed in the employees personnel file

c.
job descriptions and contracts are in place and are stored in personnel files

d.
staff records are kept in personnel files

e.
an annual review is carried out for each staff member

f.
staff meetings are held and minuted and kept in laboratory manager's office. Communication is by staff meetings and minutes are available to staff

g.
staff are encouraged to attend continuing education programs

h.
grievance procedures are in place and documentation is kept in personnel files (Form 25/1-01)

B4
Staff orientation and induction (Form 8/1-01)

B4.1    a.
staff have the premises and the management structure explained to them at orientation

b..
terms and conditions of employment are explained to the new staff member

c..
the requirement of patient confidentiality and data protection is explained.

d.
new staff read the health and safety manual and if required will have it explained to them

e.
this is small laboratory and staff are directed to the local hospital for occupational health services as required

f.
the laboratory has an organizational chart and generic job description in the laboratory's ISO 9000-2000 document

B4.2 
Records are kept of the orientation process in the individual staff member's personnel files.

B5
Job descriptions and contracts

B5.1
Job description are in place that include job title, the position held within the organization , who the employee is accountable to, the main purpose of the job, duties and responsibilties and the date of the last annual review

B5.2
Staff hve contracts in accordance with Israeli current legislation 

B5
Staff records

B6.1
Confidentiality of staff records is maintained by keeping them in a locked file in the laboratory manager's office

B6.2
Staff records include:

a. personal details

b. employment details

c. job descriptions terms and conditions of employment

d. record of staff induction and orientation

e. record of attendance at fire lectures 

f. record of education and training including professional development

g. relevant professional educational and professional qualification 

h. certificate of registration

i. absence record

j. accident record

k. annual review report

l. occupational health record record of disciplinary action

B7
Staff annual joint review

B7.1
All staff participate in an annual review, at the review the following are addressed:


a.
the laboratory's objectives are explained

b. 
the job description is revisited and any changes in the employees role documented. 
c.
a discussion of the personal objectives of the staff takes place

d.
 the training and development  needs of the staff member are identified

B7.2
The laboratory manager performs staff reviews and as part of an officer training course he did a section on staff appraisal
B7.3
Records of staff annual reviews are kept in the personnel file of the individual staff member

B8
Staff  meetings

Meeting


How often

Purpose

Minutes

1
Pathologist’s meeting

every Tuesday pm
case review

2
Screeners and Dr Merhdad
once a month

case review and









review of CAP 









Quality Assessment









Program

3
Management meeting

every 2nd week

General Management
    Yes


Tal Ben Hur (Director)


Zion Maimon (Lab manager)

B9
Staff training and education

B9.1
a. Staff are given the opportunity to attend meetings that are relevant to the needs of the position they hold

B9.2
Dr.Herbert Merhdad is the staff supervisor for medical matters and Zion maimon for general management details

B9.3

a.
There is access to educational material using books stored in the pathologist's room and access to the internet and journals.
b.
can use the tea room to read and perform private study

c
staff attend meetings that are relevant to their position

d.
staff are encouraged to attend outside educational meetings and are partially reimbursed

B9.4
Documentation of attendance at meeting is stored in the individual staff member's personnel file

B9.5
Zion Maimon (Laboratory Manager) is the training officer

L.E.M  LABORATORY STANDARDS

C
PREMISES AND ENVIROMENT

(A Department requires sufficient space to ensure that work is performed safely and efficiently)

C1.1 The laboratory has adequate premises for the work it performs. 

See attached site plan.

C1.2 The premises have space for the following

a) space for the safe functioning of equipment

b) a separate specimen reception area

c) separate areas for preparation, staining and microscopic examination

d) staff have a tea room and change room

e)  patients do not visit the laboratory

e) adequate storage facilities are available facilities for storage (C4)

C1.3 Access to the premises is restricted to authorized personnel


Authorised personnel gain access to the laboratory by means of a coded key pad

The laboratory has 24 hour perimeter patrol

The laboratory has an in house alarm system that is connected  back to a base security company ”Tzever Shalosh”.

Computerhave a software alarm which is connected to “ Elad Computers Net II”

C1.4 Communication systems meets the needs and requirements of users


The laboratory has an intercom system, fixed line and mobile phones

C2 Facilities for staff

C 2.1 The premises have staff facilities that are readily accessible and include


a)  adequate toilet accommodation


b)  shower facilities 


c)  not applicable


d)  the laboratory has a small tea room, a microwave, jug to have hot water  and access to a supply of refrigerated drinking water


e)  a changing area and lockers for personal effects


f)  protective clothing is stored in the change room or the laboratory area where it is used


g)  the laboratory has a rubberised non-slip floor, excellent lighting andventilation

C2.2 
Overnight accommaodation is not required

C3
Facilities for patients

3.2
 No patients attend these premises
C4 Facilities for storage

C4.1
There are separate storage facilities for:

a) process and quality records are stored in the laboratory manager's office

b) Thinprep processing bottles are stored in a cabinet in  in the processing room)

c) not applicable to this laboratory

d) flammables are store in a special flammable room

e) not applicable to this laboratory

f) reagents are stored in the areas where they are used

g) waste material from Thinprep is kept in the laboratory for two weeks, other chemical material are kept in container and disposed by an accredited waste disposal company

C4.2
The storage facilities comply with Israeli legislation, regulations and guidelines

C5
Health and safety

C5.1 Laboratory manager is responsible for:

a) the written health and safety guidelines and the updating of this document

b) ensuring that there is a safe working environment in accordance with current Israeli safety guidelines  and legislation

NOTE: A copy of the latest Health and Safety Executive report shall be available for inspectors 

c) protective equipment is supplied by laboratory management in the form of masks, gowns and gloves

d) the laboratory manager is responsible day to day management of health and safety and has been appointed as health and safety officer (B2)

e) all staff are instructed in the health and safety regulations at orientation and again at the yearly performance review

f) Infection control microbiologist is not applicable to this laboratory

C5.2 All staff are instructed inat the time of their orientation health and safety. There are also notices on the laboratory bulletin board

C5.3 Laboratory management have health and safety documents that address the following items

a) there are written procedures to be followed in the event of fire.

b) there are written instructions to be followed in the event of a major spillage of dangerous chemicals or clinical material

c) action in the event of a needle stick injury

d) the laboratory has an incident report

e) incidents are assessed and corrective action taken to prevent an occurance

f) all work surfaces are clean down with alcohol at the end of each day

g) Thinprep machine is decontaminated after each use.

h) Chemicals are handled according to the supplier instructions

i) All waste is disposed of by an accredited waste disposal company

j) Specimen collection and handling, transportation and reception are documented in the laboratory manual. Transportation is carried out using the guidelines of the Israeli Ministry of Health.

C5.4 Laboratory containment facilities that conform with the regulations of the Israeli Ministry of Health.

C5.5 There are safety notices and labeling of the laboratory environment so that staff are aware of the risks and safe practices required

C5.6Work areas are clean, uncluttered and well maintained and there ise evidence of good housekeeping procedures

C
PREMISES AND ENVIROMENT

C1.1 The premises provide a safe working environment for staff to perform required functions in accordance with Israeli legislation and guidelines. The laboratory has a rubberized non-slip floor, adequate lighting and ventilation

See attached floor plan 

C1.2 The laboratory has space for the following:

f) Sufficient space for the functioning of all equipment in a safe manner

g) the laboratory has a separate specimen reception area(E5)

h) preparation, staining and screening are all in separate aresas

i) Staff facilities include a small tea room, microwave, jug for hot water and a cold water dispenser (C2)

e)  No patients attend the laboratory

j) There is a consumables and slide store

C1.3 
Authorised personnel access to the premises by use of a coded key pad.

The laboratory has 24 hour perimeter patrol

The laboratory has an in house alarm system that is connected  back to a base security company ”Tzever Shalosh”.

Computer have a software alarm which is connected to  “ Elad Computers Net II”

C1.4 Communication systems include an intercom, fixed line and mobile telephones

C2 Facilities for staff

C 2.1 The premises shall have staff facilities that are readily accessible and include


a)  the laboratory has sufficient toilet accommodation


b)  the laboratory has ashower 


c)  no rest area is provided


d)  the laboratory has a microwave, jug for hot water and a refrigerated drinking water fountain

e)  the laboratory has a changing area and lockers for the storage for personal effects


f)  protective clothing is stored in the change room and also in the laboratory


g)  The laboratory has secure working arrangements as no one but authorized personnel  can access the laboratory environment. Visitors are escorted at all times

C2.2 
Overnight accommodation is not required
C3
Facilities for patients

C3.1
Patients do not visit this facility

C3.2 
Not applicable
C4 Facilities for storage

(the provision of sufficient storage space, under correct conditions is important in maintaining the integrity of samples, reagents and records)

C4.1 There are separate storage facilitiesfor the following:

h) process and quality records are stored in the laboratory manager's room (A9)

i) clinical material is stored in the pap processing room in a cabinet (A10)

j) this laboratory does use blood or blood products

k) flammables are stored in a special flammables room (C5)

l) This laboratory does not use drugs, vaccines and other therapeutics

m) Reagents are stored incupboards in the room where they are used (D3)

n) All waste material is disposed of by a waste disposal company  certified under Israeli law

C4.2 Storage facilities are in accordance with Israeli legislation, regulations and guidelines

C5
Health and safety

C5.1
The laboratory has a written health and safety document that addresses the following:

g) The laboratory has procedures for defining and implementing safety procedures

h) The health and safety document is in accordance with current Israeli safety guidelines and legislation

NOTE: A copy of the latest Health and Safety Executive report shall be available for inspectors 

i) personal are provided with masks, gloves and gowns.

j) the day to day management of health and safety issues is the role of the laboratory manager (B2)

k) staff are instructed on health and safety issues at the orientation process and also at the time of their annual review

l) Not applicable

C5.2 
All staff are made aware of their responsibilities relating to health and safety. This is done at orientation and annual review

C5.3 
The laboratory management has a health and safety procedures that includes the following:

k) staff are instructed how to act in the event of fire. There is also a document on the laboratory notice board

l) There are written procedures to deal with major spillage of dangerous chemicals or clinical material

m) There are written procedures to deal with a needle stick injury

n) The laboratory has an incident reporting form

o) Incidents are assessed and action taken on any identified problem

p) All laboratory bench surfaces are swabbed down with alcohol at the end of each day

q) Thinprep machine is decontaminated after each use (D1)

r) Chemical are handled in accordance with the manufacturers guidelines (D3)

s) Waste is stored in container for removal by an Israeli government endorsed waste removal company A S Ecology Co twice monthly.Pap smear and Thin prep specimens are handled according to a written procedure endorsed by the Israeli Ministry of Health big on these issues.

C5.4         Laboratory containment facilities shall conform to the requirements of the 
                 ACDP guidelines appropriate to the testing being performed
C5.5 
The laboratory has safety notices on the bulletin board that is in a prominent position so that all staff may see them

C5.6
 The laboratory maintains good house keeping procedures at all times, keeping unecessary clutter to a minimum  
L.E.M  LABORATORIES STANDARDS

D. EQUIPMENT INFORMATION SYSTEMS AND MATERIAL

D1 Procurement and management of equipment

D1.1.
Zion Maimon is responsible for the decision regarding the procurement and management of the laboratory equipment. Decisions are made after consultation with the Medical Director, the principal Cytologist and the Directors

The following criteria are used to assess suitability.

a) best available for the chosen task

b) availability of regular maintenance and service

All purchase and contracts are important but the quality of microscopes is of paramount importance to a cytology laboratory

D1,2 Laboratory management has established procedures for the procurement and management of equipment that includes:

a) At meeting held every 3 months with senior staff a list of replacements or new equipment is discussed. Requests are prioritized. 

b) In some cases there may be only one suitable instrument available and quotation for cost and maintenance contract are sought. .In other cases it may be necessary to seek quotations from various suppliers before deciding on the best product. 

c) It is important that there be staff acceptibilty of new equipment to be used by them and this taken into consideration when the selection process is undertaken.

d) Where necessary all staff are trained to use new equipment. This training process involves regular training to ensure that the skills gained are maintained

e) There are Maintenance and service contracts in place for the following equipment.
Olympus microscopes – serviced by the Israeli company, Elzenberg Bros Ltd who service the microscopes 3 x times / year. If emergency repairs are needed they will attend the laboratory within 24 hours to repair or replace a faulty microscope
Fume Hood

Once a year the Fume Hood is checked by an external Israeli Ministry of Health licensed authority.

On the hood is a sticker showing the due date of the next check..

f)
decontamination processes are provided by by the Israeli Contamination and Disposal Process Adverse Incident and Reporting

g)
A record of all equipment failures and the action taken to rectify the problem is kept in the Lab manager's office

h)
replacement is carried out as necessay
g) A process is in place for recording any problems with equipment

D1.3 There is an inventory of equipment that includes

a) name of manufacturer

b) serial number

c) date of purchase or acquisition

d) record of contracted maintenance

e) record of equipment breakdowns

Inventory of equipment
Microscopes

1. Olympus Bx60 7EO1733 connected to a television and camera

2. Olympus  9cO 3d13369

3. Olympus Cx 31 3d3369

All microscopes are serviced twice a year by Izenberg Brothers Ltd. Company. If urgent service is required the company provides service within 12 hours 

Thin Prep 2000 Cytec  - c0492017520. Serviced by Gamidor Diagnostic 

Phome No. 03 922 9017 Contact Michal

Leica Auto Stainer XL
 fabr 1393/05 2006-10-26





Kal-nr-045635136
Agentek Phone No. 03 6493111 Contact name: Ilan

The inventory document is stored in the laboratory manager's office
Automatic staining Machines
Automatic covering Slide Machines

All the Nececery equipment for HPV test and PCR

Ventana machin for Immunohystochemical staining

Ten Positions for Pathologists with Microscopes from Olimpus Comapny




D2 Management of data information

D2.1
 Laboratory Management ensures the availability of data and information that is nnededto provide a service that meets the needs and requirement of users This achieved by having sufficient computers to enable the processes of the laboratory to achieved in a timely fashion, so that users receive their results in time to achieve good patient care

D2.2  Laboratory management has procedures for the management of of data and information, that includes:

(a)  Computers: All computers are secured and regulated according to Israeli Government  and National Health requirements

(b) access is achieved by using a password

(c) all staff are instructed on the confidentiality of data held in the laboratory and data protected by password

(d) all data is backed up on a regular basis 

(e) data in he computer is backed up twice a week and stored on CD off-site. All request forms and work sheets are scanned to computer and burned to CD every two months These records are stored off-site and can be made available at any time they may be required

(f) at the present time data is stored indefinely

D2,3 Laboratory management complies with current Israeli legislation and regulation in relation to data protection

D3 Management of materials

D3.1 Laboratory management ensures the availability of reagents and quality control material. See below excerpt from ISO 1900-2000 document

D3.2
Procedures for the management of reagents and quality control material

1. Objective

    Defining management of acquisition orders, control of suppliers and sub-contractors 

2. Definition

  2.1 Supplier/manufacturer – suppliers of the raw material, parts, items etc. to carry out the work.

3. Applicable documents
     Israeli Standard ISO 9001:2000, section 7.4.

4. Method

  4.1 Acquisition from suppliers authorized by Quality Assurance.

  4.2 Acquisition of products and services of the standard acceptable and approved by the

        Deputy General Manager. 

  4.3 Every product/service received must be inspected for acceptable quality .

  4.4 Supplier authorization
        LEM Ltd is entitled to authorize according to criteria in order of priority:

    4.4.1 Companies with ISO 9001:2000 authorization.

    4.4.2 Companies authorized with Israeli or International Standards.

    4.4.3 Suppliers with positive past experience.

    4.4.4 Authorized suppliers will be entered into the computer on Supplier Control Report.

  4.5 Supplier evaluation will be according to the following criteria:

    4.5.1 The ability of the supplier to supply the material/service as requested by the customer order, according to the demands of the Company.

    4.5.2 Preference will be given to companies authorized with ISO 9001:2000 or other acceptable Israeli or International Standard.

    4.5.3 Ability of the supplier to meet the time-table of the customer order.

    4.5.4 Ability of the supplier to be consistent with high quality, proven by previous experience.

    4.5.5.The procedure for supplier approval will be according to the Supplier Authorization  Questionnaire. The form will be sent to the supplier, the supplier will return Form No. 2/1-01, the Quality Assurance manager will consider the application, approving or declining the supplier.

    4.5.6 Companies supplying defective products or services will be investigated – the investigation will be documented in the invoice file.

    4.5.7 Every two years suppliers will be re-assessed and approved or disqualified according to this assessment.

 4.6  Acquisition Information
   4.6.1 Acquisition will be from approved suppliers only, reviewed by the Quality Assurance manager after checking a number of suppliers, price quotations, acquisition specifications   and  catalogues.

4.6.2 Acquisition orders will be by formal letter or telephone from the Deputy General Manager.
L.E.M  LABORATORIES STANDARDS

E
PRE-EXAMINATION PROCESS

E1
Information for users and patients

E1.1
Users are issued with instruction at the time of providing them with the equipment to take a Thinprep smear

E1.2 The above information pack contains  the following information:

a) laboratory contact details, reception staff direct the enquiry to the relevant staff member

b) the address of the laboratory

c) the laboratory only offers pap smears

d) not relevant as specimens come by post or courier from users

e) not applicable

f) the request form is in the form of boxes that require a tick and as such there is no need for instructions

g) instructions for transportation of samples are included with material for taking the smear.

h) A pathologist is available to discuss results and give clinical advice if required

i) the laboratory has only one site as listed at the front of this document

j) the average turn a round time for a pap smear is two to five days

k) the key factors that that affect the interpretation of results are air drying of slides prior to fixation, incorrect sampling for example not sampling the squamo-columnar junction, insufficient material, blood

E1.3  At present there are no information sheets for patients and this explanation is left to he individual doctor

E1.4  The Thiprep information sheet is used for patient's information. This pamphlet includes 

a) information of the clinical procedure in written and diagrammatic form

E2
Request form

E2.1
The laboratory's request form includes the following data:

a) patient's family name, given name, date of birth, address and Israeli ID number

b) name of clinic and/or doctor and address

c) date and time of specimen collection

d)  anatomical site of the specimen

e) the form says the specimen is pap smear

f) date and time of receipt by the laboratory is noted on the work sheet, not the request form

g) relevant clinical information includes gynaecological history, hormonal status and physical appearance of the cervix

h) doctor writes the priority status

i) location to which results are to be sent is only noted if it is different to the requesting clinic / doctor

j) laboratory accession number

E2.2
If the form is not completed properly a form is generated and fax to the clinician stating what information is missing and asking him to supply the information. The laboratory also phones the clinician and speaks with him, if he does not have the information then permiission to speak with patient is requested

E3 
Specimen Collection and Handling

E3.1 The laboratory has written procedures specimen handling that includes:

a) When specimen is received it must be accompanied by request form that has the following information  family and given names, date of birth, address and Israeli ID number 9if taken in israel

b) The specimen and request for must have the following matching information – family and given names, date of birth and if in Israel The Israeli ID number

c) not applicable to Pap smears)
d) ensuring that the specimen has been collected properly is only possible at the screening level

e) the specimens and request forms are labeled on receipt with a bar code

f) not applicable as the material arrives previously fixed

g) sample containers from Thinprep specimens are kept for 2 weeks and then discarded using the waste management company previously documented

h) high risk specimens are identified on arrival in the laboratory on both the specimen and paperwork

i) slides that are broken in transit are dealt with in the following manner, if not badly broken then they processed in the normal way. If badly broken an incident report form is generated and sent to the referring clinician requesting he bring the patient back for a repeat smear.

j) All specimens are transported in padded bags

E3.2
Information on these procedures are available to users 

1. Objective

   Define the method of identification and tracing of a product or service, process or action, and the 

   level as customary within the company.

2. Definition

   Tracing – ability to identify using the documentation of the history of use, application or position

   of the item or action.

3. Applicable documents
   3.1  Israeli Standard ISO 9001:2000, section 7.5.3.

   3.2 Process control regulations 13.

4. Method

  4.1 All the forms used in the work process must be clear and legible: name of patient, ID No. and 

       serial number. Also note the date of execution and the date completed.

  4.2 The identification is according to the arrival date, patient’s name and/or ID number.

  4.3 All samples are written into books according to the type of examination and the region 

        submitting the sample.

  4.4 Tracing is necessary for customer or supplier complaints, by the name of the patient or the  supplier.

5. Responsibility

     The Quality Assurance Manager is responsible for carrying out this regulation.

6. Attachments
     None

7. Review and Revision
    This regulation will be reviewed at least once a year and the review will be documented.

E4
Specimen transportation

E4.1
The procedures used in the transportation of specimens complies with Israeli Ministry of Health Standard

E4.2 
See E4.1
E5
Specimen Reception

E5.1
Procedures for specimen reception

a. Pap smears as they arrive in the laboratory are separated into different districts and given a letter that signifies that district. 

Specimens are then cross checked with request form to ascertain that name, ID number correlate. The specimen is then checked against a list sent by the referring clinic/doctor, if these match then a fax is sent to the clinic verifying receipt of the specimen. 

b. Specimen are then issued with a bar code Number (sticker) which indicates the letter of the district and serial number

c. Details of the patient are registered in the computer including the district letter and serial number (bar code). Lists of all Paps received from each district and date received are printed on a data sheet and filed

d. Urgent specimen are identified with a red and white sticker and are processed and reported the sameday.

e. Staff wear gown and gloves when handling the Pap smears and gloves gown and mask when preparing Thinprep specimens.

Regulation for labeling Pathology samples.

Regulation for labeling PAP specimens

P – Private with charge (including Assuta)

Y – Medex

W – Machon Mor, Bnei Brak

D – Clalit Health Services Southern Region (Ashkelon)

T – Defence Forces, Ministry of Defence 

N - Clalit Health Services Tel Aviv Region (Netka clinic)

C - Clalit Health Services Tel Aviv Region (Katovich clinic)

G - Clalit Health Services Tel Aviv Region (Hatikva clinic)

Z - Clalit Health Services Central Region (clinics:Ashdod, Hefez Haim, Yavne, Gan Yavne, Hazor, 

      Kiriat Malachi)

I - Clalit Health Services Central Region (clinics: Rehovot, Nes Tsiona, Beer Yakov, Gedera, Rishon

      Lezion, Ramat Ben Zvi, Kiriat Sefer, Yuval, Mazkeret Batya, Migdalei Ha’ir)

R - Clalit Health Services Central Region (clinics: Beit Dagan, Kfar Habad, Karmei Yosef, Ramla, Reut, Shoham, Brachfeld, Lod, Emek Dotan, Ganei Aviv)

On receipt, samples should be sorted in batches as above, and each batch marked with the date and the appropriate letter.

 Form No. 01-13/13

E5.2 Specimen Rejection Criteria

a. Specimens that are broken beyond repair and leaking Thnprep specimens are rejected
b. Rejected specimens have a form (Form 1-13/17) generated which states why the specimen is rejected. This is then faxed to the referring clinician and a follow up phone call is made to ensure the clinician has received the advice. The fact of rejection is also noted on the request form

Below information from the ISO 9000-2000 document

1. Objective

   Setting the system for control of product, raw materials and property supplied by the client.

 2. Definition

    Client property – all property supplied by the client not necessarily to be incorporated in the final 

    product.

3. Applicable documents
   Israeli Standard ISO 9001:2000, section 7.5.4.

4. Method

 Receipt Inspection of client property:

  4.1
Measures for inspection carried out on receipt of the product supplied by the client.

  4.1.1 Matching quantities received with the collective list.

  4.1.2
In the case of incompatibility, inform the Laboratory manager and General Manager immediately.

  4.1.3
Check the state of the package visually.

  4.1.4
Material and equipment will be stored until use in a way preventing any damage.

  4.1.5
In the case that slides, samples, test-tubes arrive damaged or not clearly marked, the

            General Manager will inform the Clinic immediately and return them. 

  4.1.6
Confirmation of receipt inspection is by signature of the General Manager or other person authorized by him. Confirmation will be sent by fax (for Pathology samples).

  4.1.7 Sample identification is by date of arrival and name and/or ID No. of the patient.

   4.2 
The Organization is responsible for the client property and will take steps necessary for its  protection.

4.3
The Organization will inform the client of any damage and establish actions and compensation as necessary.

  5. Responsibility

     The General Manager is responsible for carrying out this regulation.

6. Attachments
     None

7. Review and Revision
    This regulation and its implementation will be reviewed at least once a year at the Internal     Audit.

	Edited by:  Yechiel Maor

	

	Approved by: Tal Ben Hur
	Signature:


Form for Incompatible Sample and  Corrective Action

Patient Details:

	ID No.
	Surname
	First Name
	Referral Body/Clinic
	Details of Doctor

	
	
	
	
	


Details of incompatibility:

___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Informed by Telephone: ______________________  Informed by Fax:______________________

Name and signature: _____________________                      Date:____________________ 

Action:

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Finalize Correction Action:

_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Name and signature:____________________________________  Date:_____________________
Form No. 01-13/17

E6
Referral to other laboratories

Cytology specimens are only referred when requested by the referring clinician)

E6.1
Procedures for the referral of specimens is as follows:

a) When slide has been requested, the request with details of the requesting clinician is written in a book

b)  A dummy slide is placed in the slide file

c) The date of dispatch is noted in the book

d) After referral slides are returned to LEM Laboratory and the lab receiving the slide sends the report to the requesting clinician. LEM Laboratories do not receive a copy of that report.

e) The reviewing laboratory is not asked for their EQA results by LEM Laboratory, as the request came from the treating clinician and not the laboratory 

L.E.M LABORATORIES STANDARDS

F
EXAMINATION PROCESS

(The selection of examination procedures need to be clear appropriate and subject to regular evaluation with users)

F1 Selection and validation of examination procedures

F1.1
Examination procedures meet the needs and requirements of users

F1.2 
Examination processes are documented  in the laboratory work manual

F1.3 When the Thinprep machine was installed users went to an education day onits use

F2 Examination procedures

F2.1


a. The purpose of the pap smear and Thinprep sample is to identify pre-malignant conditions and malignat conditions of the cervix

b. the principle of the examination is to sample the squamocolumnar  junction of the cervix

c. a smear is taken from the squamo-columnar junction using a brush which is rotated through 360 degrees,. The material form the brush is smeared on a slide and is immediately fixed, or alternatively the material is placed in a This prep vial and transported to the laboratory where it is processed and madeinto slides

d. consumables required for the collection of Pap smears are slide fixative, cervical brush and a vial of Thinprep fixative

e. a good microscope

f. the results of pap smears are limited by inadequate sampling, processing and screener error

g. at present this laboratory performs a 1 in 5 rescreen of normal slides all abnormal slides are reported by a pathologist

h. results are recorded be the screeners on a work sheet

i. The laboratory has in place the means to produce statistics for  the various categories of diagnoses

j. the director and supervising pathologist are responsible for monitoring reports the main hazard is broken slides and staff are instructed to handle them with care so as they don’t break and cut then

k. Comparison graphs of the various diagni\oses . These will be compared against the british standards

F2.2
Examination procedures are written in the laboratory manual 
F3 Assuring the quality of examinations
F3.1
The internal quality control methods will be recorded, evaluated and if non-conformity is identified action will be taken to rectify the problem. The action taken will be recorded. The laboratory will be recording tunaround times, staining quality and screener performance

L.E.M  LABORATORIES STANDARDS

G
THE POST EXAMINATION PHASE

G1 Reporting results

G1.1 

a. Laboratory management has established procedures for reporting results which include

b. the report is issued on a standardized form

c. no information on reports is issued by staff over the telephone

d. there is a procedure for in place for theissuing of amended reports

e. Clinical advice and interpretation is only given by a pathologist

G2  The report

G2.1
The report is in an electronic form and is clear, unambiguous, and contains sufficient information to enable the user to interpret the results

G2.2
 The report is designed to comply with the needs of the users and with the requirements of the Israeli medical records system

G2.3
The report includes the following items

a. the laboratory name

b. patient is identified by given name, family name, date of birth and Israeli ID  number

c. requester and/or address for delivery

d. type of specimen, date and time of collection

e. time and date of report

f. results including reasons if no examination is performed,   for example a broken slide

g. not applicable

h. interpretive comments as appropriate

i. abnormal results are not highlighted
j. reports are only issed when finalized
G2.4
Reports or letters issued following receipt of results from referral laboratories have the following:

a. the referral laboratory’s name and address.When the laboratory is identified by a code the name and address is available on request.

b. include all results

c. Incorporates appropriate interpretive comments of the referral laboratory

G2.5
Reports are sentto users by laboratory courier  who has been instructed on the confidentiality of material.
G3 Telephoned report

G3.1 This laboratory does not issue telephoned  result. It issues urgent reports by fax by phoning the clinician and alerting him tha a faxed report has been sent to ensure it does not sit around where it can be read by unauthorized personnel.  

a. the a.reports are faxed only at the pathologists or clinicians request

b. pathologists only may give reports

c. clinicians and clinis who request a report by phoning the laboratory

d. thr report is faxed and then the clinician rung to make sure it has been received

e. see d. above

f. if a report is faxed the event is noted on the report

g. see d. above

h. a copy of the report is then sent to the clinician according to the normal procedure

G4 The amended report

NOTE: An amended report is a report is a report that is changed in any way after the initial report has been sent out

G4.1
Laboratory management hasl established procedures for the issuing of amended reports that include the following:

(a) amended reports are issued when the slide has been rescreened after the issuing of the initial report and there has found to be an error

(b) amended  reports can only be issued by the pathologist

(c) amended reports are issued to the requesting clinician

(d) amended reports  are issued electronically stating the fact they are amended and a paper copy kept in a file

(e) variance of diagnosis from the original report

(f) if a sceener error on a negative smear the screener is required to review the slide with the pathologist

(g) a printed copy of the amended reprt is kept in afile in the laboratory

G5 Clinical advice and interpretation

G5.1 Laboratory management have standardized recommendations in line the Bethesda System of reporting

G5.2
The Bethesda system is used for interpretive comments

G5.3 Clinical advice in only given by pathologists

L.E.M. LABORATORIES STANDARDS

H 
EVALUATIONAND QUALITY ASSURANCE

H1 Evaluation and improvement processes

(Ongoing evaluation and improvement processes are essential to ensure that the service provided by the needs and requirements for users)

H1.1 Laboratory management has established proceduresthat include::

a. a form so that complaints from users may be documented and the action taken to rectify the problem an also a yearly questionnaire to users to measure their satisfaction

b. Internal audit on personnel (Section B) is carried out by the following:. procedures, induction and yearly reviewInternal audit quality management system (H3) . Note: System performance relates to the organization, quality management (section A) and associated resources (sections B, C, D)

c. Internal audit of examination processes. NOTE: process performance relates to pre-examination, examination, and post-examination processes sections E, F,G)

d. The laboratory takes part in the College of American Pathologis CAPt external quality assessment progran (H5)

e. When reports come back from CAP they are photocopied and given to each screener to read and then a meeting is called to discuss the results and corrective action taken on any errors

f. Screener spend time with the pathologist at the multiheader microscope discussing cases.. They attend conferences relevant to Gynaecological Cytology

H1.2
The results of these evaluation and improvement processes are made available to staff and to users if they request the informationusers as required

H1.3 Analysis, recording and interpretation of the evaluation data shall form part of the management review (A11)

H2 Assessment of user satisfaction and complaints

( The purpose of assessing user satisfaction and monitoring data of user satisfaction and complaints is to establish that the service provided by the laboratory meets the needs and requirements of the users)

H2.1 Laboratory management has:

(a) established processes for obtaining data of user satisfaction and complaints. User comments aree recorded, reviewed and acted upon (Form No 18/1-01)

(b) performance targets are being documented (e.g. turnaround times, staining quality and screener performance)

(c) clinical relevance of laboratory investigations performed and the reliability of interpretive reports, is dicussed with users by telephone at any time

(d) participate in the evaluation of clinical effectiveness, audit the risk management activities 
H3  Internal audit of quality management system

H3.1 Laboratory management has established an internal audit of the quality management system that meets ISO9001:2000 requirements

H3.2 The internal audit process is

a. planned and scheduled ( Form No. 19/1 – 01)

b. conducted against agreed criteria (Form No. 19/1-01)

c. The laboratory manager is trained to carry out audit procedures. The training  was included in Odfficer training in the Israeli Army

H3.3 The record of internal audit includes:

l. Quality Guide, Quality .System

Control of forms

Document control

Management responsibility

Control of resources

Implementation planning

Processes connected with the client and client satisfaction

Acquisitions

Comtrol of production process and service

Identification and tracing

Customer property

Product preservation

Control of monitoring and measuring equipment

Internal audit

Monitoring and assessment of product/service

Control of non-conforming product/ service

Data analysis

Corrective /preventative action

Constant improvement, monitoring and assessing processes

The agreed criteria are all documented on Form No. 19/1-01

b.  non- conformities are documented on Form No. 19/1-01

c. the recommendations and time scale for corrective and preventative actions are also documented on Form 19/1-01

H3.4  The results of internal audit shall be regularly evaluated and the decisions taken documented, reviewed and acted upon

H4
Internal audit of examination process

( Internal audit of pre-examination, examination and post- examination processes is required to ensure that they are being conducted according to agreed procedures. Internal quality control helps ensure that the examinations are correctly performed)

H4.1 There shall be internal audit of the pre-examination, examination and post- examination processes

How do you audit the above processes? Is the process documented? If not you need to implement the processes and document them for inclusion in the manual

H4.2 The internal audit process is

(a) planned and scheduled on a yearly basis

(b) conducted agreed criteria

(c) carried out by the laboratory manager who has training in the audit process

H4.3 The record of internal audit includes 

(a) the activities, areas or items that are audited

(b) identifies any non-conformities or deficiencies found 

(c) recommends corrective action and the time scale in which this axction mua\sy be taken

H4.4 The result of internal audit are regularly evaluated by laboratory management and decisions taken are documented, monitored and communicated to staff

H5
External quality assessment

H5.1 The laboratories has participated in the College of American Pathologists (CAP) Quality Assurnce Program since 2003.

H5.2 A record of results against the agreed performance criteria is maintained.

H5.3 On receipt of the results of CAP program they are photocopied and distributed to the screener to read. A meeting is then called with the medical director and the screeners where the results are discussed

H6
Quality Improvement

H6.1 There is a process for continual quality improvement. This includes corrective action and improvement processes

……………….

H6.2 Corrective action shall be established for identification and elimination of the causes of non-conformities. The process includes

(a) investigation of non-conformities and recording of results

(b) determination of and  responsibility for corrective action

(c) implementation of corrective action required and an agreed timetable

(d) ensuring that the preventative action taken is effective, recorde and submitted for management review.

H6.3 Preventative action is taken to prevent non-conformities. The procedures  include

(a) investigation of the cases of potential non-conformities and recording results

(b) determination of and responsibility for preventative action

(c) implementation of preventative actionrequired and an agreed timetable

(d) ensuring that the preventative action taken is effective, recorded and submitted for management review

H6.4 The result of the quality improvement program shall be part of development, training and education of all staff

Are all these items conformed with and if so are they documented. If not they need immediate  attention

QUALITY ASSURANCE

1. Every 5th slide is being re screened.

a. 50% of these slides are re screened by cytopatologist from L.E.M. 

b. 50% are re screened by by cytologist in Rabin Medical Center.

2. If result is different, it will be reevaluated with the screener.

3. All Pathological (about 5%), are re screened by cytopathologist

4. L.E.M Are being under supervision of the CAP (College of the American Pathologist.

5. L.E.M is under the strict evaluation of the UKAS ISO 9001-2000

The Pap Smear examination after Staining The pap slides accompanied by the request form and work sheet (all of which have patient bar coded ID) are divided to the qualified screeners

1. A note is made in the computer as to the numbers each screener has with them (is is to aid in tracing

2. When screening the slide is placed on the microscope stage with the labeling to the right hand side

3. Screening is achieved by moving the stage longitudally back and forth the entire length of the slide, overlapping each run with the previous run

4. If it is required to mark cells for the pathologist to see, an ink dot is made using a pen from the right hand side and ensuring that the dot is next to the cell that needs to be identified

5. After screening the work sheet is filled in and signed and dated

6. The abnormal slides are sent to the pathologist for final diagnosis

7. Also at the present time 1 in 5 normal smears are forwaeded to the pathologist for rescreening Slisdes need to be returned withanswers and paper work from primary screening  in 5 –7 days

8. All examinationsreceived from private clinics or that are urgent are screened by a pathologist and resulted the same day

9. Urgent results and private patient’s pap smear results are entered into the computer and faxedto the requesting clinician  the day of reporting

10. All other results are entered in to the computer, verified, and sent to requesting clinician by laboratory courier
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