ORCHID Cellmark Inc.

PROPOSAL FOR GENETIC TESTING SERVICES
APPENDIX E     TECHNICAL REQUIREMENTS
3. QUALIFICATIONS
	3.1
	Laboratory must meet the accreditation requirements within RCW 26.26.410 and provide with its response a copy of its current certificate(s) of accreditation.



	
	The American Association of Blood Banks, or a successor to its functions;

The American society for histocompatibility and immunogenetics, or a successor to its functions; or

An accrediting body designated by the United States Secretary of Health and Human Services.

	
	

	
	Response: OCI-Dayton meets the accreditation requirements within the Revised Code of Washington (RCW 26.26.410). OCI-Dayton is accredited by the AABB and has maintained this accreditation continuously since 1991. All specimens are handled, tested, and stored in accordance with the current edition of the AABB Standards for Parentage Testing Laboratories in order to maximize the security of the specimens and to prevent loss, contamination, tampering or substitution.
In addition, OCI-Dayton has earned other accreditations and certifications which attest to its operational capabilities and qualifications for providing paternity testing services. OCI’s testing methodologies meet or exceed the minimal acceptable standards of all of its accrediting and certifying agencies. OCI has a strong Quality Management System and consistently exceeds the standards set by these accrediting organizations. OCI is qualified to conduct testing and maintains compliance with the following organizations:
· Standards Council of Canada (SCC)

· International Organization for Standardization (ISO/IEC 17025)

· Clinical Laboratory Improvement Act (CLIA)

· New York State Department of Health (NYDOH)

The following presents a brief overview of these certifications/accreditations and how they are achieved and maintained. 

The AABB is the most widely accepted accrediting body in the field of human parentage testing. The AABB conducts an on-site assessment every two years to ensure quality and compliance with all prescribed standards.  

The Standards Council of Canada (SCC) accredits laboratories performing forensic objective testing such as that involving parentage and familial relationships. Their accreditation verifies that an organization has the necessary competence to execute these functions. The SCC also conducts regular on-site assessments of OCI’s laboratory and reviews its performance to ensure the facility is conforming to the Council’s reporting requirements and quality expectations.   

The International Organization for Standardization (ISO) is the world’s largest developer of standards and is internationally recognized. ISO standards are voluntary and require compliance with quality criteria that are based on an extensive quality management system. OCI is very proud to have successfully complied with the ISO 17025 standards, and received its accreditation in October 2002 through an assessment by an external auditing agency.  

The Clinical Laboratory Improvement Act (CLIA) is regulated by the Department of Health and Human Services. Although CLIA does not technically apply to paternity testing, it is intended for all laboratories that conduct testing on human specimens for health assessment or for the diagnosis, prevention, or treatment of disease. In any event, OCI’s Dayton facility holds CLIA certification for other processes and abides by the regulations set forth in the CLIA standards.  

The New York State Department of Health monitors the overall quality of testing conducted on specimens obtained in New York State by out-of-state laboratories. The state’s Clinical Laboratory Evaluation Program (CLEP) ensures the accuracy and reliability of analytical results obtained through on-site inspections, proficiency testing, and evaluation of personnel qualifications. OCI-Dayton has been accredited by New York State since 1997 and undergoes an on-site assessment every two years by an external assessor.
In order to maintain these accreditations, OCI must adhere to all of the standards established by these organizations. In day-to-day operations, OCI utilizes quality processes and procedures to ensure accurate results are obtained and reported in a timely manner. OCI consistently meets or exceeds these requirements, and has developed systems, processes and procedures to ensure high quality genetic testing services. OCI has also developed an annual internal auditing program that verifies continued compliance with internal and external guidelines and which helps to promote continual improvement. Copies of all accreditation certificates are provided in Attachment #1.



	
	


	3.2
	Laboratory shall provide with its response a list of licensed medical doctors, Ph.D., and other professional staff who are qualified as expert witnesses on paternity cases in Washington State. Each individual listed must be accompanied with their respective medical license number. These individuals will be required to serve as expert witnesses in court proceedings at the request of DCS or its representatives at no cost to DCS or its representative.

	
	

	
	Response: As required, OCI will testify as experts in Washington courts as to the procedures used for collecting and processing DNA samples, and analyzing and interpreting test results. OCI’s highly qualified doctoral staff provides litigation support to our customers, including pre-trial preparation and in-court explanation of genetic paternity testing procedures and subsequent results. OCI will also testify as the custodian of records by providing specific parentage probability data for an individual case. OCI’s expert witnesses have testified in many cases throughout the country and consistently provide clear, accurate testimony. OCI staff members have provided expert witness services for paternity hearings, and in some cases criminal trials, and will be scheduled to provide these services with advance notice from the DCS if travel is required. OCI’s expert witnesses will provide the following services to the State of Washington at no additional charge: 
· Expert testimony for trial and hearings
· Assist in the cross examination of defense experts

· Provide written and/or telephone technical consultation

· Telephonic/video depositions

· Provide pattern trial questions for expert testimony

· Assist counsel in preparation for the presentation of scientific evidence at trial and in depositions

· Fill requests for document production

· Provide affidavits regarding specific case events.
The following is brief information related to the experience and expertise of our professional doctoral staff: 

Dr. Debra Davis, M.B.A., Ph.D.-Laboratory Director, OCI-Dayton: Dr. Davis joined Orchid in 1998 as an Associate Laboratory Director and has over 10 years of professional experience in genetic testing. She has a Bachelor of Science degree in Biology and a Master’s degree Business Administration, both from the University of Cincinnati, and a Ph.D. in Molecular Genetics from Wright State University. Dr. Davis has personally evaluated over 100,000 paternity cases and has testified as an expert for numerous cases of disputed paternity in several states and throughout the country. Dr. Davis has been a member of the AABB since 1998 and has been part of the AABB Assessor Program for Relationship Testing since 2007.  

Dr. Tricia Frye, Ph.D.-Associate Laboratory Director, OCI-Dayton: Dr. Frye joined Orchid in 2003 as an Associate Laboratory Director and has over 6 years of professional experience in genetic testing. She has a Bachelor of Science degree in Microbiology from Clemson University and a Ph.D. in Biomedical Sciences from Wright State University. Dr. Frye has personally evaluated over 60,000 paternity cases. 

Dr. Joy Johnson, Ph.D.-Associate Laboratory Director, OCI-Dayton: Dr. Johnson joined Orchid in 1999 as an Associate Laboratory Director and has over 9 years of professional experience in genetic testing. She has a Bachelor of Science degree in Biology from Georgetown College and a Ph.D. in Microbial Genetics from Wright State University. Dr. Johnson has personally evaluated over 90,000 paternity cases.

Dr. Stephen Milligan, Ph.D.- Laboratory Director, OCI-Dayton: Dr. Milligan joined Orchid in 2006 after prior Forensic Scientist positions at the Michigan State Police, and has 20 years of professional experience in genetic testing. He has a Bachelor of Science degree in Zoology and Chemistry from Iowa State University and a Ph.D. in Molecular Genetics from Michigan State University. Dr. Milligan has personally evaluated over 65,000 paternity cases and has testified as an expert in nearly 80 cases throughout the country.  

Dr. Deborah Cutter, Ph.D.-Associate Laboratory Director, OCI-Dayton: Dr. Cutter joined Orchid in 1997 after prior Director positions at Genetic Design and Laboratory Corporation of America. She has a Bachelor of Science degree in Biology from the College of William and Mary and a Ph.D. in Microbiology from North Carolina State University, in addition to 18 years of experience in genetic testing. Dr. Cutter has personally evaluated over 100,000 paternity cases and has testified as an expert in the field of disputed paternity in more than 120 cases throughout the United States. 

Dr. Sandra Specht, Ph.D.-Associate Laboratory Director, OCI-Dayton: Dr. Specht joined Orchid in 2001 and again in 2008 as an Associate Laboratory Director and has over 2 years of professional experience in genetic testing. She has a Bachelor of Science degree in Biomedical Sciences from Grand Valley State University and a Ph.D. in Biomedical Sciences from Wright State University. Dr. Specht has personally evaluated over 10,000 paternity cases and has been a member of the American Association for the Advancement of Science since 1996.

Dr. Rick Staub, M.S., Ph.D.-Forensics Laboratory Director and Technical Leader, OCI-Dallas: Dr. Staub joined Orchid in 2000 after prior Laboratory Director positions at Genetic Design, the Laboratory for Genetic Services and Identigene Laboratories and has 19 years of professional experience in genetic testing. He has a Bachelor of Science degree in Mathematics from the University of Wisconsin, a Master’s degree in Genetics and a Ph.D. in Genetics, both from the University of Arizona. Dr. Staub has personally evaluated over 100,000 paternity cases and more than 900 forensic cases. He has testified as an expert for numerous cases in ten (10) states and three (3) countries.  

Dr. Wayne Hoffman, M.A., Ph.D.-Manager, Forensics, Associate Laboratory Director and Quality Manager, OCI-Dallas: Dr. Hoffman joined Orchid in 1998 after completing several research and professorial positions at the University of Texas. He has a Bachelor of Science degree in Zoology from Houghton College, a Master’s degree in Biology from Temple University, and a Ph.D. in Anatomy from Case Western Reserve University. Dr. Hoffman has personally evaluated over 50,000 paternity cases and more than 800 forensic cases. He has testified as an expert for numerous cases in eleven (11) states.  

Dr. Melanie Trapani, Ph.D.-Associate Laboratory Director and Production Manager, OCI-Dallas: Dr. Trapani joined Orchid in 2008 after serving as Associate Laboratory Director for ReliaGene Technologies. She has a Bachelor of Science degree in Biology from Baylor University and a Ph.D. in Molecular Genetics from the University of Texas. Dr. Trapani has personally evaluated over 700 forensic cases and has testified as an expert for numerous cases in three states.  

Dr. Aaron LeFebvre, Ph.D.-Process Development Scientist: Dr. LeFebvre joined Orchid in 2008 after serving as Assistant Director and Forensic Analyst at ReliaGene Technologies. He earned his Bachelor of Science degree in Biology and Chemistry from Misericordia University and a Ph.D. in Biochemistry and Molecular Biology from LSU Health Sciences Center. Dr. LeFebvre has personally evaluated approximately 1,000 paternity cases.

Curricula Vitae for OCI’s doctoral staff who will provide expert witness services to the DCS are provided in Attachment #2 of this response. All OCI Laboratory Directors and Associate Laboratory Directors are required to have completed a doctoral degree in a biological science in addition to advanced training in genetic testing. All Laboratory Directors at OCI meet these minimum qualifications and requirements and are competent to testify to the theory and practice of current DNA Technology as used in the percentage determinations, laboratory procedures, specimen chain of custody, and statistical analysis and interpretation of test results. Costs associated with providing expert witness services, including travel, lodging, etc. are included in all-inclusive rate presented in the Cost Proposal.  


	
	

	3.3
	Laboratory shall provide with its response the name of the laboratory director and the process to gain immediate access to this individual.

	
	

	
	Response: The Laboratory Director at OCI-Dayton is Dr. Debra Davis, Ph.D. Dr. Davis can be reached directly via telephone at (937) 242-4202. She may also be reached via email at ddavis@orchid.com


	
	


	3.4
	Laboratory shall provide with its response evidence of the number of years which it has been doing DNA testing. Evidence is to include, but not limited to, copies of certificates of accreditation by American Association of Blood Banks (AABB) to perform parentage testing.

	
	

	
	Response: OCI-Dayton has been conducting parentage testing since 1982 (28 years) and has provided these services to various jurisdictions within the State of Washington since 
1997. AABB certificates demonstrating a history of accreditation are provided in Attachment #3.


	
	

	3.5
	After award of this contract, Laboratory shall notify DCS and State Procurement Officer in writing of any change in the list of expert witnesses and any change of the laboratory director.

	
	

	
	Response: Upon award of contract, OCI will notify the DCS and the State Procurement Office in writing of any changes to the list of expert witnesses or change in the Laboratory Director.




4. SPECIMEN COLLECTION, TRANSPORTATION AND DELIVERY

	4.1
	Blood draws must be taken by a certified/licensed phlebotomist and, upon request of DCS or its representative, buccal swab specimens must be taken by a certified specimen collector or certified DCS staff.

	
	

	
	Response: All blood draws will be conducted by a certified or licensed phlebotomist. In the event that a blood specimen is required, OCI will provide the phlebotomist with all necessary supplies for collection, including protective cover needles, blood collection tubes, alcohol pads, adhesive bandages, biohazard and sharps containers, syringes, and containers approved for shipments of blood. Blood samples will be obtained, shipped, tested and evaluated at no additional cost to the DCS. However, OCI recommends genetic sample collection using buccal swabs. This collection format will continue to be the primary method used for this contract. Buccal swab specimens are obtained by using cotton-tipped swabs to collect epithelial cells by gently stroking the lining of the mouth. These cells contain the DNA required to perform parentage testing and other human identity testing protocols. Obtaining DNA samples with buccal swabs is painless, non-invasive, and equally if not more reliable than DNA testing using blood. The buccal swab method is especially helpful for cases involving newborns, young children and individuals who have undergone bone marrow transplants or recent blood transfusions. Should the DCS, their designate, or the donor require the collection of a blood or tissue sample, OCI will comply with this request. Both types of specimens will be tested at the contract rate. OCI will continue to provide specimen collection personnel who are fully-qualified, trained, professional, and experienced or will allow certified DCS staff to obtain buccal swab samples. Our collection requirements meet or exceed the guidelines set forth by the AABB. 


	
	

	4.2
	Specimen collection sites must be in compliance with all Washington State laws, rules and regulations.

	
	

	
	Response: OCI will continue to be in compliance with all Washington State laws, rules and regulations for specimen collection sites.


	
	

	4.3
	In compliance with RCW 26.26.410; all specimens shall be tested in a testing laboratory accredited by the American Association of Blood Banks, or a successor to its functions; the American Society for Histocompatibility and Immunogenetics, or a successor to its functions; or an accrediting body designated by the United States secretary of health and human services.

	
	

	
	Response: OCI is in compliance with RCW 26.26.410 and as previously stated in Section 3.1, OCI has been accredited by the AABB continuously since 1991. OCI-Dayton is also certified or accredited by the Standards Council of Canada (SCC), the International Organization for Standardization (ISO/IEC 17025), the Clinical Laboratory Improvement Act (CLIA), and the New York State Department of Health (NYDOH).
 

	
	

	4.4
	Laboratory shall provide testing kits and instructions to DCS and representatives to facilitate specimen collection and provide for shipment of specimens to the laboratory for testing purposes at no cost to DCS or its representatives.

	
	

	
	Response: OCI will provide all training, certification and necessary kits and supplies for Child Support staff to collect buccal swab specimens in accordance with all applicable standards and regulations. OCI oversees staff-managed collection programs for a number of large clients, including jurisdictions within the State of Washington, and offers non-legal identity testing services to the general public based on “self-collections.” If a particular county is already conducting staff-managed collections, OCI will provide training to familiarize agency staff with its chain of custody procedures, forms, etc. In the event a county wishes to newly implement staff-managed collections, OCI will provide full training and oversight to ensure that the transition to DCS-managed collections occurs efficiently and smoothly. 
OCI’s Specimen Collector Manual (copy provided upon request) is used for training and reference purposes. It will be provided to all designated DCS staff along with detailed collection instructions specific to the agency to initiate the transition to staff-managed collections. OCI will coordinate and conduct on-site training sessions with representatives from each office to review procedures and prepare them to train future staff on providing collection services. OCI will initially coordinate a training session with designated DCS staff at a mutually convenient time and location. OCI will train these individuals on collection procedures, proper completion of paperwork, and the importance of maintaining chain of custody documentation to ensure the legal validity of all samples. The comprehensive training will cover the following aspects of specimen collection:

· Buccal swab collection procedures

· Identification procedures for parties collected

· Quality control procedures to ensure that samples are not contaminated or inadvertently switched

· Proper paperwork completion, including chain of custody, specimen packaging, shipping documentation, internal forms, etc.

· Safety protocols and use of personal protective equipment

· Collection supplies and maintaining proper inventory

· Procedures for obtaining additional supplies

· Shipping procedures.

OCI will provide continual feedback to DCS representatives regarding the progress of implementation, and will not discontinue its vendor-managed collections without mutual agreement. OCI will also provide the DCS with the initial inventory of supplies and will instruct DCS staff on procedures to request future stocks of collection supplies at no charge through OCI’s established suppliers. OCI will cover the cost of shipment of all specimens collected by DCS staff to its laboratory in Dayton, Ohio.
Training Certification

At the end of the training, a written examination will be provided to ensure that all key points of the procedures are understood. We will provide training certificates for each person who receives direct training from OCI representatives. We also require that a Statement of Procedures Acknowledgement Form is completed for each person who is trained to perform staff-managed collections. 

Customer Support

OCI has a toll-free number (888) 777-7899 that will provide immediate access to our Specimen Collection Network, members of which are available 24 hours per day, 7 days per week to address any issues that may arise after the training has been completed.


	
	

	4.5
	Laboratory shall provide positive identification of each client, including taking a photograph, and obtaining a signature. The phlebotomist specimen collector shall compare this photograph and signature with the client's photographic identification, such as a driver's license, student or military identification card.  If the client does not possess photographic identification, the specimen collector shall note this in his/her records. When necessary, the specimen collector shall act as a witness to the specimen collection.

	
	

	
	Response: OCI will insure proper identification of individuals that the DCS directs to be tested. OCI’s protocols require positive identification for all parties to be tested. 
· Adult parties must provide government-issued photo identification, which may include a driver’s license, military ID, or other acceptable form of identification. After the validity of the identification and signature are verified by the specimen collector, the identification number is recorded on the Client Authorization/Chain of Custody form along with social security numbers and dates of birth.
· Instant photographs are taken of the Alleged Father, the Mother and the Child(ren). These photographs are signed and dated by the tested party or the person providing legal consent for specimen collection (as in the case of a minor child). 
The specimen collector will refer any individual lacking proper identification to the appropriate DCS representative. If requested by DCS, the specimen collector will collect the sample and make a notation on the chain of custody form that proper identification was not presented at the time of collection. When necessary, the specimen collector will act as a witness to the specimen collection.



	
	

	4.6
	Laboratory shall indicate with its response whether it has the ability to fingerprint clients.

	
	

	
	Response: OCI requests thumbprints from each individual to be tested, which are placed directly on the chain of custody form. Fingerprint pads are supplied to all specimen collectors and/or DCS staff collecting specimens.




5. TESTING PROCEDURES AND REPORTS

	5.1
	Laboratory shall perform testing whenever an analysis can be completed on collected specimen(s) even though the known biological mother is unavailable for specimen collection, or a man alleged to be the father of the child is unavailable for specimen collection, or a man alleged to be the father of the child is deceased.

	
	

	
	Response: OCI’s processing protocols embrace the scientific reality that certain types of cases will require alternative collection methods and/or extended testing. Due to OCI’s longevity in the paternity testing industry and forensic testing experience, OCI can conclusively provide results for a variety of sample types and testing scenarios, including complicated family studies where one or more family members is tested in lieu of the alleged father, forensic studies, newborn testing, and “motherless” testing. There will be no additional fees for such specialized or extended testing. If after exhausting all available testing, OCI still cannot provide conclusive results, the DCS will be contacted to request additional parties to be tested.  

Motherless Testing: This scenario is encountered in cases where no sample is provided for the mother and the genetic profile of the child is compared with that of the alleged father alone. Since it is unknown which of the child’s two markers is maternal at any one locus, the statistics in establishing a paternity index for a match between the child and alleged father are conservative to account for the fact that the matching marker could be maternal in origin. Yet, even under these circumstances, OCI guarantees that the required probability of paternity shall be met.
Alleged Father Unavailable: In cases where the alleged father is unavailable, OCI will seek the participation of known biological relatives of the alleged father (i.e. his parents, siblings or known children) to conduct testing.
Forensic Samples/Deceased Parties: In cases where the alleged father or another party who is required to participate as a test subject is deceased, there are several options for successfully obtaining samples that are suitable for DNA analysis and completing the case. OCI can work with samples from a hospital, morgue, coroner’s office or funeral home. If a deceased-party blood draw is no longer an option, OCI customer service and technical staff will discuss other collection options based on the unique circumstances of the case. OCI can extract DNA from many biological materials including standard cheek swabs and blood samples as well as more complicated tissue samples as necessary to determine a biological relationship between relatives other than a father and child (i.e. grandparents, aunts/uncles or siblings). 

Individuals who die suddenly often have specimens collected for toxicology studies. Such specimens or tissue samples from autopsy, obtained from the coroner's office, may be successfully used to determine parentage. In addition, the body can be exhumed and a tissue sample removed for testing. In such cases, it is especially important to establish the chain of custody for the samples that are being released by the hospital, law enforcement agency or coroner’s office to ensure that the correct sample is being tested. OCI is very careful to closely examine all incoming chain of custody records to ensure that the name of the client corresponds with records.

In addition, OCI has proprietary software that is invaluable in performing the statistical calculations associated with siblingship and other “relatedness” tests. Prior to testing various paternity or kinship scenarios, OCI can also provide the range of likely relationship indices to guide DCS representatives to request the appropriate parties for testing and thus, eliminate unnecessary requests for testing. OCI offers its clients a large number of commercially available STR genotyping markers specifically for the purpose of resolving issues of this kind. 


	5.2
	If the laboratory cannot do a complete test on a specimen, it shall do a partial test and preserve the specimen /test at no cost to DCS or its representative pending receipt of other necessary specimens.

	
	

	
	Response: In partial cases where testing cannot be completed (i.e. all samples for a case have not yet been received), OCI will accession the specimen, which involves assigning a unique number to that specimen and creating a unique case number. This facilitates the creation and analysis of the entire case once the remaining specimens are all received. The specimens will be processed and stored until the remaining parties are available for final completion of testing and a paternity report can be issued.  


	
	

	5.3
	Laboratory shall provide DCS with specific procedures that the laboratory uses to establish chain of custody that demonstrates compliance with RCW 26.26.  Laboratory shall indicate with its response, how they maintain records and samples from the time the specimens are taken, transported, delivered, analyzed by the laboratory, and the results are returned to DCS or its representative.  Laboratory shall submit with its response, written procedures which address the following:

· Identification of specimens, including labeling, name, date, and/or unique cataloging of specimens;

· Record keeping policies of the laboratory regarding identifying information including name, relationship, race, place and date of collection of specimens;

· Handling of specimens including storage, tampering, substitution and contamination of specimens;

· Laboratory shall provide with its response, one sample of each type of test kit which it uses.

	
	

	
	Response: OCI’s comprehensive processes ensure an intact, legally-admissible chain of custody which will meet the requirements of the State of Washington and are in compliance with RCW26.26 and the directives of the DCS. All OCI chain of custody procedures meet or exceed the requirements established by the AABB. OCI is responsible for maintaining chain of custody throughout all phases of the testing process from specimen collection through storage and archiving of case files and samples. OCI handles all samples in such a manner to ensure that they will not be contaminated, tampered with, or substituted. The following written procedures address each the required areas.
Specimen Collection and Identification
According to the Process Control Section 5.0 of the Guidance for Standards for Parentage Testing Laboratories published by the AABB, the following guidelines apply to sample collection and are strictly adhered to by OCI:

· The laboratory will obtain informed consent for all participating individuals to indicate they had knowledge of and granted consent for the test. This will be in the form of a court order or written authorization required by OCI’s specimen collectors at the time of sample collection.
· The collection is performed and witnessed by a competent person that has no interest in the testing outcome. OCI’s specimen collectors act as witnesses to the sample collection process, and their name and contact information become part of the laboratory’s permanent record.
· The person performing the collection will confirm the identity of the person tested and record the stated familial relationship. The specimen collector is required to obtain government-issued photo identification of the parties collected to ensure that the sample is collected from the appropriate individual, or in the case of a minor child, written parental or guardian consent. In addition, the collected party must initial the swab packet to verify that the label on the specimen is accurate, and all specimens are sealed in tamper-proof packaging prior to shipment to OCI’s laboratory.
· The following information is obtained and recorded for each sample collected: name, alleged relationship, race/ethnic background (of mother and alleged father), date of birth, place and date of sample collection, signature,  record of identification number from the government-issued photo identification, thumbprint, and an instant photograph taken of the positively identified individual prior to specimen collection. OCI requires that all of this information be obtained and recorded on the Client Authorization/Chain of Custody form.
The chain of custody form (a copy of which is provided in Attachment #4; available in English, Spanish and other languages upon request) is completed with all required information and adult parties are asked to verify the accuracy of all information prior to sample collection. OCI’s chain of custody documentation has been introduced and readily accepted without challenge as an item of evidence in many paternity hearings across the country. The instant photographs and thumbprints are attached directly to the form and are sealed with the samples in a tamper-proof envelope before forwarding to OCI’s testing laboratory. OCI requires witnessed client signatures on all chain of custody forms as well as client initials on swab envelopes, thus verifying correct labeling information.

For buccal swab collections, color-coded swabs are inserted into corresponding color-coded envelopes to protect against the possibility of switching samples: blue swabs are inserted into the blue envelope for the alleged father; pink swabs are inserted into the pink envelope for the mother; and yellow swabs are inserted into the yellow envelope for the child(ren). Specimen envelopes are never pre-labeled. The outside of each envelope containing samples includes the following information:

· Printed name of Alleged Father/Mother/Child

· Collector’s Initials

· Date of Specimen Collection

· Initials of Alleged Father, Mother, and Parent or Guardian for the Child(ren)

Four (4) swabs are collected for each individual to be tested. Two (2) swabs are used for the initial testing, and the two additional swabs are stored intact in the event additional testing is required in the future. 

Transportation of Specimens

OCI has agreements with several national courier services for the shipment of specimens to its laboratories. The collectors will be responsible for shipping the specimens to OCI’s laboratory using one of the contracted courier services. By utilizing professional overnight courier services, OCI can track any shipment and ensure its prompt and secure arrival at the laboratory, usually within twenty-four (24) hours.

Laboratory

Upon receipt at the laboratory, samples and chain of custody documents are examined for accuracy and completeness. The integrity of sample shipping containers is verified to ensure that no tampering has occurred between the time of sample collection and the time the package arrives at the laboratory. The accessioning technician signs and dates the chain of custody form as an affirmation that the form is complete and that all samples were correctly labeled and received intact. If the integrity of the packaging has been compromised, the DCS will be notified and a second sample requested. 

When samples are deemed acceptable for testing, the samples and chain of custody forms are bar coded with a unique numerical identifier, logged into the sample tracking database, and the corresponding client data is entered by an accessioning associate. Samples and chain of custody forms are then submitted to the laboratory for processing. OCI utilizes automated processes and equipment. By using sophisticated robotic sample handling equipment, the potential for human error in manipulating the layout and placement of samples during the testing process is greatly reduced as well as eliminates contamination. OCI performs wipe tests routinely as well as negative and positive controls are included with each test to detect any possible contamination.  
Final case review by the Laboratory Director or Associate Laboratory Director ensures technical and scientific accuracy of paternity reports. Client names, collection dates, race, case numbers, and unique specimen bar code identifiers are all verified against the information on the chain of custody form as part of this final review. After the results have been issued, all samples and records are stored according to the following procedures: 

· All biological specimens (i.e. blood and cheek swabs) for routine testing are kept in the laboratory until all testing is complete. Following the isolation of DNA, the original biological specimens will be retained for a minimum of five years according to AABB and contractual requirements. All cheek swab samples are stored at room temperature and all blood samples are stored at 1–6°C.
· OCI’s laboratories have on-site document storage allowing for rapid retrieval of case files. The records are arranged in sequential case number order, and will be maintained for a minimum of six (6) years per contractual requirements and/or per individual contractual requirements. We will provide storage for longer periods to meet client needs as requested and mutually agreed. All OCI facilities are secured by a motion-sensor alarm system that protects the perimeter of the building and monitors/limits access to the facility. Exterior doors are locked at all times, and building access is limited by magnetic key card entry. OCI will not permit access to any case files or samples associated with this contract except to specifically authorized personnel.
There is complete documentation for each case processed which includes the individuals involved in accessioning the samples, testing the samples, data analysis, final review, and storage/archiving. Thus an intact chain of custody from initial specimen collection is created and these records will be maintained for a minimum of six (6) years to meet contractual requirements. 


	
	

	5.4
	Laboratory shall submit with its response a copy of the written format that it uses to report test and analysis to DCS. This format must meet the requirements of RCW 26.26.415 and is subject to review and acceptance by DCS.

	
	

	
	Response: OCI will submit standard written reports including an interpretation of test results for each individual case in accordance with RCW 26.26.415 and all applicable statutes. OCI’s paternity evaluation reports include clear, concise language to provide an understandable interpretation of testing results. OCI understands that the report format must meet the requirements of RCW 26.26.415 and that it is subject to final approval and acceptance by the DCS. 

OCI is also able to provide, upon specific request, reports in Spanish or other languages. All reports have a detailed explanation of the testing procedures and interpretation of the results on the back of the report. Copies of sample inclusionary and exclusionary paternity reports are provided in Attachment #5.
In addition, testing outcomes will be available to authorized DCS representatives via OCI’s secure website. This website provides caseworkers with the ability to track and collect performance data on all cases received in our laboratory 24 hours a day. Our proprietary interface, www.orchidcellmark.com, offers a direct link to child support offices allowing immediate access to information stored in our database for paternity cases. This service feature provides our customers with the option of an almost paperless and convenient interface with our laboratory. Authorized DCS staff may print a fully completed report ensuring legibility, accuracy and convenience.


	
	

	5.5
	When the laboratory finds it necessary to re-collect a specimen, laboratory shall inform DCS within 14 days of the original collection.

	
	

	
	Response: OCI will inform the appropriate DCS representative via fax and/or phone of all non-viable specimens necessitating re-collection within fourteen (14) days of the original collection. Due to our reliable specimen collection techniques and our extensive battery of tests, historically, the necessity for re-collections has been less than one in ten thousand collections (0.01%). Washington’s dedicated Customer Service Associate will notify the appropriate DCS representative when a specimen is unsuitable for testing and the lab will recollect and test the sample at no additional cost.


	
	

	5.6
	Laboratory shall be responsible for all costs necessitated by recollecting specimens which are lost, misplaced, or improperly handled by the laboratory. 

	
	

	
	Response: OCI will be responsible for all costs necessitated by re-collecting specimens which are lost, misplaced, or improperly handled by the laboratory.


	
	

	5.7
	Laboratory shall be required to administer no less than fifteen (15) DNA systems when conducting DNA analysis.

	
	

	
	Response: OCI is committed to providing every client with accurate, thorough, and expedient paternity test results. OCI provides its clients with DNA testing performed using PCR (Polymerase Chain Reaction) technology and STR (Short Tandem Repeat) markers for routine analysis. STR loci consist of short, repetitive sequence elements of DNA that are three to seven base pairs in length. These repeated sequences are present throughout the human genome and are a source of highly polymorphic markers, which are detected using Polymerase Chain Reaction (PCR) technology. Alleles from these loci are differentiated by the number of copies of the repeat sequence contained within a specific region of DNA and are distinguished from one another using fluorescent detection following electrophoretic separation.

For routine paternity cases, OCI will report testing results using the Promega Powerplex 16 Kit, which tests fifteen (15) STR loci and contains a test for Amelogenin, the marker that verifies the gender of a sample. All STR markers employed by OCI for its routine parentage testing are commercially available, and their performance characteristics are well understood, reproducible, validated and accepted by the scientific and legal communities. OCI, through its predecessor laboratories, has been using STR technology since 1994, having conducted testing on hundreds of thousands of cases to date. This technology is accredited by the AABB and is by far the most prevalent DNA testing methodology currently in use by AABB accredited laboratories. 

In total, OCI has twenty-one (21) independent, validated, and commercially available STR systems (in addition to Amelogenin) which will be deployed as necessary to insure that tests completed for the State of Washington will achieve an average probability of paternity of 99.99%. The available STR markers for use in the paternity testing panel are identified in the table below:
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	5.8
	Laboratory shall submit test results and analyses within 14 calendar days of receiving a complete set of specimens. (Specimen from child and both parents). Laboratory shall be granted an additional seven calendar days when there are extenuating circumstances, provided that laboratory notifies DCS or representative of these circumstances within 14 calendar days after receiving a complete set of specimens.

	
	

	
	Response: OCI understands that the State’s turnaround time requirement is fourteen (14) calendar days from the receipt of all case specimens to the delivery of testing results and shall submit test results within this timeframe. OCI consistently has one of the best turnaround times in the industry and has instituted the following standard procedures in order to minimize case turnaround time:
· Multiple work shifts; 3 shifts with coverage 7 days per week as necessary

· Six Ph.D.s on staff ensure that final case review is timely

· Cross-trained staff ensures smooth and timely work flow

· OCI’s LIMS (Laboratory Information Management System) contains modules that track case history to prevent cases from exceeding turnaround time requirements.
This shortened turnaround time significantly expedites paternity establishment, will reduce costs within the child support system, and will reduce the stress on clients caused by the additional wait time and repeated phone calls from clients to caseworkers.
OCI routinely uses a comprehensive testing battery to resolve its casework; therefore, we are confident in our ability to resolve most cases without extended testing. However, there are non-routine cases where additional testing may become necessary. In many cases, results will be provided within the specified turnaround time requirements regardless of the need for extended testing. In the event that the laboratory anticipates a testing turnaround of greater than fourteen (14) days, (i.e. for complex kinship analysis or forensic sample analysis) the appropriate DCS representative will be notified that extended testing will be required and the approximate time frame for delivery of results. 


	
	

	5.9
	Laboratory must perform a battery of DNA tests that has an average cumulative Power of Exclusion (POE) of 99.99%.

	
	

	
	Response: It should be emphasized that OCI has chosen a battery of tests as standard operating procedure that offer powerful discriminating power as well as state-of-the-art technology. OCI’s testing strategy is focused on both the Paternity Index and the Power of Exclusion, as well as the number of loci evaluated. OCI’s testing battery and standard operating procedures offer a routine cumulative probability of exclusion in excess of 99.99%. These statistics exceed the requirements stated in this solicitation.
OCI will conduct DNA testing using PCR methodology to achieve a minimum of three exclusions to support a conclusion of non-paternity. A determination that an alleged father is excluded will be made with no fewer than 3 exclusions, and in most cases, OCI will provide 4 or more exclusions. This exceeds the standards for paternity testing as required by the AABB. OCI’s testing battery and standard operating procedures offer an average power of exclusion in excess of 99.99%. Additionally, for every case, whether exclusion or inclusion, OCI performs a duplicate independent QC process with 5 overlapping systems to ensure 100% confidence in each and every final case result. This exceeds the AABB requirement to provide this QC process on exclusion cases only and confirm only two systems. By confirming 5 systems on every case, OCI has again adopted a much more stringent process.


	
	

	5.10
	All exclusions must be based on multiple exclusions (a minimum of three (3)).

	
	

	
	Response: A determination that an alleged father is excluded will be made with no fewer than 3 inconsistencies, and in most cases, OCI will provide 4 or more exclusions.


	
	

	5.11
	Laboratory must report all inclusions with at least a 99% probability of paternity, using a prior probability of 0.05 as calculated by using the combined paternity index obtained in the testing; and a combined paternity index of at least 100 to 1.

	
	

	
	Response: OCI will conduct DNA testing by PCR methodology to achieve a minimum probability of paternity of 99.99% for all standard cases if the alleged father is not excluded, which is 100 times higher than the AABB standard of 99.0%. OCI’s testing battery and standard operating procedures offers powerful discriminating ability which translates into a probability of paternity typically exceeding 99.99% with a prior probability of 0.5 (50%) and guarantees that all inclusion reports will exceed the minimum combined paternity index requirement of 100:1 (probability of paternity of 99.0%).


	
	

	5.12
	In the event that a report is not made within 14 calendar days after collection, there shall be no charge for the report.  Exception to this is a Motherless case or a case which requires kinship analysis, cases in which blood or tissue specimens from deceased persons are involved, or cases in which there are extenuating circumstances, as set forth in Section 3.3.4. Should a recollection of an individual's specimens be deemed necessary, the laboratory shall inform DCS or its representative of the recollection need by the 14th calendar day after the last specimen has been collected. If the laboratory requests recollection later than the 14th day, the laboratory will waive its fee for that portion of the case.

	
	

	
	Response: OCI understands that all testing fees will be waived in the event that a report is not made within 14 calendar days after specimen collection with the exception of motherless cases, cases which require kinship analysis, cases in which blood or tissue specimens from deceased persons are involved, or cases in which there are extenuating circumstances. OCI will notify the appropriate DCS representative of the necessity for a re-collection of a specimen by the 14th calendar day after the last specimen has been collected. If OCI does not request recollection before the 14th day, the laboratory will waive its fee for that portion of the case.



6. BILLING

	6.1
	Laboratory's invoice must include the following:  

· IV-D number or Bright Start Program Number

· Date(s) of specimen collection 

· Full name of mother, father and child, (last name, first name, middle initial) 

· Type of test

· Individual tested

· County identifier
· Number of tests performed

· Cost for each test (as per bid response)

· Total dollar amount of invoice

	
	

	
	Response: OCI will submit invoices to the DCS in accordance with contract specifications. OCI has managed the paternity testing needs for many governmental agencies in the past, and is therefore experienced with the customization of data to meet various invoice specifications. We believe our invoices are easy to understand and facilitate accounting and payment functions, thus increasing efficiency and reducing costs relative to the client-managed aspect of this process. A sample invoice is provided as Attachment #6. For each case tested, invoices will include (at a minimum):

· Account name, address, contact person and account number

· Invoice number and date of invoice

· IV-D number or Bright Start Program Number
· County office that requested testing (with identifier)
· Full names and relationship of tested parties
· Dates of specimen collection
· Dates and type of testing

· Cost per person

· Total cost of test case.


	
	

	6.2
	DCS recommends that laboratory submit invoice within 30 days of submitting test report to DCS or representative.

	
	

	
	Response: OCI will submit all invoices within 30 days of submitting the test report to the DCS or its representative.


	
	

	6.3
	If the laboratory is unable to do a complete test on a specimen, it may submit requests for payment on the individual(s) tested.

	
	

	
	Response: OCI understands that invoices may be submitted for partial cases (i.e. all samples for a case are not received and testing cannot be completed). Invoicing will be per person based on the rate provided in the Cost Proposal.


	
	

	6.4
	The laboratory shall submit only one request for payment per individual tested.

	
	

	
	Response: OCI will submit only one request for payment per individual tested.




7. CONTRACT ADMINISTRATION AND TERMINATION

	7.1
	Laboratory shall submit quarterly reports (every three months, within 30 days of the end of each quarter i.e. October 1, January 31, April 30 and July 31) to the DCS Contract Manager. The reports shall include:

· Number of tests resulting in exclusions.

· Number of requests for extensions of the 21 day deadline.

· Number of incomplete tests.

· Average time from specimen collection to test, listed by county.

· Number of recollections of specimens.

	
	

	
	Response: OCI will submit quarterly statistical reports to the DCS providing evidence of its positive impact on case resolution. These reports will be submitted every three months, within 30 days of the end of each quarter, i.e. October 1, January 31, April 30 and July 31. The reporting module in OCI’s Laboratory Information Management System (LIMS) has a variety of standardized reports that can be provided, or customized reports can be created to meet the DCS’s needs. OCI’s Statistical Report of Case Activity provides a summary of the client’s cases for the month. This report is structured to provide the information on a per county basis as well as on a state-wide basis. It includes details of the following:
· number of cases reported

· number of inclusions

· number and percentage of exclusions

· average turnaround time

· minimum and maximum turnaround time
· number of requests for extensions of the 21 day deadline
· number of incomplete tests

· number of recollections
A sample statistical report is provided in Attachment #7. Statistical data can also be viewed in real time OCI’s internet site www.orchidcellmark.com.


	
	

	7.2
	Laboratory shall indicate on price sheets the availability and cost of training for staff of DCS and representatives about the science and procedures of genetic testing.

	
	

	
	Response: OCI will present experts in genetic testing and related fields to conduct training seminars to update DCS employees, attorneys, and support staff in paternity actions, collection methods, and advances in the field of testing related to paternity testing. In addition, as a national provider of testing as well as an active participant in the NCSEA (National Child Support Enforcement Association), we will communicate the latest industry trends observed in paternity establishment and disestablishment.  

We have conducted many training seminars for Child Support Enforcement agencies throughout the United States. Each seminar is unique and is designed to address the needs and interests of its participants. With the use of audiovisual aids and other distributed training materials, OCI’s personnel are able to bring complex scientific matters to a comfortable level of comprehension. 
In addition, OCI will provide detailed training on the capabilities of its internet site, including performing general queries, retrieving statistical data, scheduling, and printing reports. OCI will also provide training for staff-managed or “self-collections.” OCI will train designated individuals on buccal swab collection procedures, proper completion of paperwork, shipping protocols, and the importance of maintaining chain of custody documentation to ensure the legal validity of all samples. Training sessions will take place at a location designated by, and at the convenience of the DCS. OCI will provide training sessions and all necessary training materials.



	
	

	7.3
	Laboratory shall work with the DCS Contract Manager to address issues pertaining to performance of the contract and to resolve disputes whenever possible.

	
	

	
	Response: OCI proposes that Kathy Leis, Director of Operations for OCI-Dayton, continue to act as the Contract Manager for the State of Washington. In her role as the Director of Operations, she is responsible for planning, developing and directing all operational aspects of the facility and ensuring proper training and skill building of management staff in order to meet objectives. She is directly responsible for coordination of resources, staff, and activities to ensure that all customer contract requirements are achieved and all departments are in compliance with accrediting bodies and regulatory agencies. Ms. Leis oversees and maintains the operation in a professional and efficient manner. She has been an employee of the laboratory since 1985 and is qualified by her advanced training and experience in parentage testing. Due to OCI’s current provision of testing services to jurisdictions within the State of Washington, Ms. Leis will continue to work with the DCS with respect to any issues regarding contract performance and dispute resolution.

Monitoring Contract Performance: OCI has multiple ongoing programs in place to ensure high performance standards and compliance with contractual requirements. With over thirty (30) years of experience in genetic parentage testing, OCI has been exposed to various unique contractual conditions, and we have used this vast experience to develop policies and procedures to handle issues in a professional and efficient manner. Our belief is that frequent communication with our customers is the key to anticipating and resolving any issues that may arise. 

As part of the Quality Management System at OCI, continuous improvement is an ongoing objective. We have an extensive occurrence management system to evaluate performance on a routine basis and implement appropriate corrective or preventive actions as necessary. Through the use of internal and external audits, direct observation of employees, assessments, trend analysis, and management review procedures, we are able to effectively monitor our ability to meet internal and external standards and provide continuous improvement to anticipate our customer’s needs and monitor performance.

Prior to the inception of a new contract, all requirements are reviewed with OCI’s staff that will be involved in administering services to the client. This ensures a thorough understanding by all of those involved of what is required to both meet and exceed client expectations prior to the implementation of services. After contract award, contract specifications are reviewed at routine intervals in order to reinforce a continued high level of awareness regarding each client’s requirements. OCI has a well-trained customer service staff, and a designated Customer Service Associate will be assigned to address DCS’s specific needs. In the event that issues arise during the course of this contract, the Customer Service Associate dedicated to the Washington account will promptly notify the Contract Manager regarding the problem as well as its proposed solutions.
On a daily basis, multiple reports are generated to monitor workflow, thus providing a snapshot of the state of the paternity operations. This information is used by the Departmental Managers/Supervisors and Directors to set priorities for departmental areas in order to meet client requirements. This data is continually monitored and reviewed by the Director of Operations to identify and address any process bottlenecks. On a weekly basis, the Director of Operations reviews an abbreviated work status report that summarizes critical departmental metrics. A formal report from the Laboratory Information Management System (LIMS) is reviewed monthly to verify the company’s ability to meet its contractual agreements. This information is communicated with management at staff meetings and any actions being taken are discussed.
In addition, statistical reports are generated showing objective data for such items as turnaround time, scheduling activity and other specific client specifications. Such reports are automated and are customized based on individual contract requirements. The assembly and distribution of these statistics provides information about our average turnaround time, the number of tests requiring more than the average turnaround time and our minimum and average probability of paternity. These statistics are useful in ensuring that we are meeting contract requirements. 
Client surveys are performed on a routine basis and necessary action is taken based on the feedback received. OCI utilizes this process as part of its commitment to customer satisfaction and to support the philosophy of continuous improvement. OCI consistently receives high marks for service delivery, and in the event that an area is identified that requires attention, prompt action is taken in order to insure improvement. We encourage feedback from our clients on a daily basis through our customer service department. This feedback may be in the form of a suggestion regarding staff at a collection site, the design of our interactive web site or the design of various reports, to name a few. We take each and every comment from our clients seriously and will act accordingly to insure service improvement.
When OCI supplies an expert witness for testimony, a questionnaire is left with the courts to complete and return anonymously to OCI regarding the effectiveness of the expert. We are able to use this data to address any potential issues and make improvements in our preparation for trials. 

Furthermore, OCI’s specimen collection network makes routine calls to the customers to get feedback on collector and phlebotomist performance. They ask questions relative to conduct, professionalism and quality of work. Additionally, we are able to track any sample quality issues through the variance tracking software that is in place. Random questionnaires are distributed to clients at collection sites, and the feedback is used to continually improve our service. Any areas of concern are addressed by the Specimen Collection Network team for immediate resolution. In the event that a regularly assigned phlebotomist or specimen collector is not available, this network will provide a qualified substitute to insure uninterrupted service. 
Finally, OCI’s quality management system monitors performance data so that a proactive approach can be taken for detecting potential problems before they occur. By having a dedicated Customer Service Associate, DCS caseworkers will have direct contact with an individual who will be available to resolve any issues that arise. Our goal is to be flexible, innovative, proactive and to respond promptly to any special circumstances.


	
	

	7.4
	When DCS or one of its representatives cancels previously requested testing/analysis, DCS shall pay the laboratory for work completed to the point of requested cancellation. Invoice must clearly state name of person requesting cancellation and date on which request was made.

	
	

	
	Response: OCI understands that when the DCS or one of its representatives cancels previously requested testing/analysis, the DCS will pay the laboratory for work completed to the point of requested cancellation. OCI’s invoice will clearly state name of person requesting cancellation and date on which request was made.
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