EXAMPLE Statement of Work
Page 2 of 10

Buccal Swab, Bone, Tissue and Personal Item DNA Profiling
EXAMPLE STATEMENT OF WORK 
GOAL:


To provide a humanitarian service to reunite families with the remains of their relatives who died as victims of a mass fatality.

PURPOSE:


To use DNA technology to identify the human remains of victims of mass fatalities.  

GENERAL SCOPE OF SERVICES:
Contractor shall, in an efficient and timely manner, test and report DNA profiles generated with the AmpFLSTR® Identifilier and/or PowerPlex16 PCR amplification kit (or kits with similar loci) approved by SNA International (SNA).  

Contractor shall have the demonstrated experience in processing buccal swab, bone and personal item samples necessary to receive and process samples provided by SNA.  Such samples will be extracted with the expectation that mitochondrial testing will be performed on the extract.  In addition to retuning acceptable DNA profiles, if requested, the Contractor shall return DNA extracts suitable for mitochondrial testing. The Contractor shall use standard nomenclature and plate set-up such that the data can be uploaded to SNA’s Virtual Data Analysis Site (VDAS) and easily run through The National Center for Biotechnology Information’s OSIRIS quality assessment tool for quality assessment.  The Contractor/Partner laboratory shall successfully process a sample through the laboratory with minimal complications such as repeat testing, re-amplifications, and re-injections. The Contract/Partner Laboratories shall provide data that is easy to review and devoid of artifacts and questionable allele calls as well as if requested, extracted DNA ready for mitochondrial testing.  
The outcomes/tasks for this contract shall include:

OUTCOMES/TASKS/PERFORMANCE INDICATORS:

1. Unless otherwise specified in writing by SNA, the contractor shall maintain accreditation by the American Society of Crime Laboratory Directors-Laboratory Accreditation Board (ASCLD-LAB) or accreditation/certification by the National Forensic Science Technology Center for the testing for forensic DNA analysis and/or AABB for relationship testing.  If there is a lapse in accreditation or certification, the laboratory shall immediately cease all testing of the SNA samples and notify SNA.

2. Contractor shall process samples in a secure and dedicated laboratory.

3. Contractor shall have and strictly adhere to procedures and practices for each step of the process that maintains sample integrity and results in accurate results.

4. Unless otherwise specified in writing by SNA, the contractor shall process samples in strict accordance with the Federal Bureau of Investigation’s National DNA Index System (NDIS) Standards for acceptance of DNA data and provide SNA with all CODIS/NDIS required documentation.

5. Unless otherwise specified in writing by SNA, the contractor shall adhere to the most current Federal Quality Assurance Standards for Forensic DNA Testing Laboratories for the processing of forensic samples.

6. Contractor shall have a full-time technical leader located on-site at the laboratory where the testing is being performed.

7. Unless otherwise specified in writing by SNA, the contractor shall participate in, maintain current, and successfully complete approved external proficiency testing programs in accordance with the Federal Quality Assurance Standards for Forensic DNA Testing Laboratories for all analysts performing any DNA analysis pursuant to this contract.  The results of such testing must be made available upon request to SNA.

8. Contractor shall utilize the SNA numbering system throughout the testing, analysis, and reporting process.

9. Contractor shall allow for unannounced site visits/inspections, as SNA deems necessary.

10. Contractor shall return all written and electronic data to SNA at a time that is mutually agreed upon by the parties.  Records shall be logically organized, understandable and contain complete chain of custody documentation for the samples in each case

11.  At a minimum, the Contractor shall maintain the supporting documentation for the testing of the DNA samples for a minimum of ten years after the completion of the delivery order.  This includes all records associated with the testing of the samples including, worksheets and notes; chain of custody of the samples; quality control records and administrative records.   Prior to the destruction of the documentation, the Contractor shall give SNA the opportunity to receive this documentation at no additional cost.  The notification of document destruction and release of records to SNA shall be made in writing via overnight carrier 120 days prior to the destruction and shall include a cover letter describing the testing and why the notification has been sent.

12. At any time upon written notification, the Contractor shall, within 14 days, provide SNA a list of the location of all electronic and hard copy of all sample profile records ( include  but not limited to Genemapper ID, Excel and .cmf files) containing the SNA profiles including those located in the Contractor laboratory, on tape back-up or housed off-site.   Upon written notification, the Contractor shall provide SNA the specified profile records and destroy the profiles as well as any copies of the records within 14 days.  The Contractor shall provide a written certification of destruction to SNA.

13. All samples must be amplified using SNA acceptable kits, at a minimum amplifying all loci found in AmpFLSTR® Identifilier or PowerPlex16 loci or other locations requested by SNA.

14. Unknown evidence samples (human remains) can be analyzed in groups of up to 24 samples buccal swabs (kinship reference samples) can be processed in a 96 well plate.  A group consists of at least one positive extraction control, one reagent blank control. The corresponding known reference samples should be organized similarly; however, groupings and controls must correspond to the grouping and order of the unknown evidence samples. Groups may be organized and analyzed in batches, as long as the two controls enclose each group.

15. The positive extraction and reagent blank controls shall be defined and analyzed as follows:

a. The reagent blank control consists of the reagents used in the extraction process without any sample or substrate added.

b. The positive and reagent blank controls shall always be the first and last samples, respectively, in a group of samples.

c. The positive and reagent blank controls must be carried out through the entire extraction process, quantification, amplification, and genetic typing.
d. If requested by SNA, the Contractor shall use a mitochondrial sequencing system approved by SNA to demonstrate that all extraction controls specified by SNA are devoid of contamination so that additional testing such as mitochondrial sequencing analysis can be performed on the samples.

16. All reported profiles shall be directly (for example, in the same Genotyper file) associated with a ladder (containing all appropriate peaks and no irregularities) and acceptable positive and negative controls devoid of artifacts.

17. The Contractor shall not consume more than fifty percent of the entire quantity of sample provided by SNA without prior approval by SNA.  

18. All reported profiles shall have an acceptable reagent blank directly (for example in the same Genotyper file) associated with each amplification that can be easily traced to each sample.

19. All profiles generated by the laboratory must be returned to SNA along with a master list documenting the location of all data.

20. Samples containing unusual profiles (tri-allelic patterns, confirmed imbalances) must be re-amplified and reanalyzed by the Contractor, unless insufficient sample is available.  The profile shall be clearly identified by the testing laboratory for review by SNA.

21. All samples must be analyzed using Genotyper® NT software unless otherwise specified by SNA.  The Contractor shall perform a technical review of all profiles and this review should be documented.

22. Samples with off-ladder allele peaks shall be re-amplified and analyzed by the Contractor, unless insufficient sample is available. An off-ladder allele is defined as an “OL allele” in Genotyper® and/or GeneMapper IDX and cannot be attributed to an amplification or electrophoresis artifact.  SNA will provide a list of acceptable OL allele that does not need to be re-run.

23. The Contractor shall provide documentation of the analysis of the biological samples in a printed format provided by SNA.  The case documentation shall be organized as specified by SNA and may include reports of results listing:

· accession information

· analyst(s) responsible for results

· evidence descriptions

· dates analyzed

· results in the chart format provided by SNA

· technical leader or laboratory director signature

· DNA extraction protocols which show batch sample organization, procedure followed, QC information, and final volume recovered.

· DNA quantification protocol showing sample organization, QC information, procedure, results, and data used to report quantity (standards, standard curve, etc.).
· Amplification protocols which show sample organization, quantity amplified, QC information, and thermal cycling parameters.

· Genotyper and GeneScan and or GeneMapper IDX or other files specified by SNA for all samples and controls. GeneScan printout will be provided for all blank controls with the maximum vertical scale set no greater than 200 RFU.

· Additional tests or re-analysis should be placed after the first run data in chronological order.

25.
In reporting the genetic profiles obtained as a result of its analysis of the biological samples provided by the SNA, the Contractor shall adhere to the following reporting criteria and report controls and DNA profiles:

a.
Are devoid of spikes and artifacts above background in the allelic regions (gray shaded areas in Genotyper) unless otherwise specified.

b.
Are devoid of stutter above acceptable levels (called as peaks or bands), unless otherwise specified.

c.
Contain alleles for all data that are CODIS acceptable or are designated in a CODIS acceptable manner.

d.
Have internal standards (for example ROX) that are of good quality and devoid of irregularities.  

e.
Are devoid of peaks (or bands) that are misshapen or show irregularities (i.e., profiles should be devoid of –A peaks that fall above background), unless otherwise specified.

f.
Are accurately reported. Any reported samples that do not meet the quality standards of SNA must be reanalyzed by the Contractor at the Contractor’s expense. Inaccurate reporting of samples may be grounds for termination of this contract.  For buccal swabs, the profiles will meet criteria such as:

· Alleles in ladders, positive controls, and samples and the ILS shall have a signal at least 3X that of background.  SNA will not be measuring the signal to noise ratio for every sample.  However, if SNA feels that background is excessive, the Contractor laboratory shall be prepared to demonstrate signal to noise contract compliance if requested.

· Peak shape shall be bell shaped and devoid of split peaks.

· Min. Peak Height shall be 150 RFU for heterozygote alleles and ladder and 300 RFU for homozygote alleles and 150 RFU for ILS  

· 5,000 for 310, 7,000 for 377 and 3100unless otherwise specified by SNA.

· Maximum peak height shall be 5,000 for 310, 7,000 for 377 and 3100 unless otherwise specified by SNA

· Heterozygote allele peak height ratio shall be within 50%.  If sample is retested and peak height ratio at the same location is still less than 50% the Contractor shall provide supporting documentation for the imbalance.  The run data shall be provided in a manner such that all data is provided in the data package of the reported profile.  This means that SNA will be able to evaluate all data associated with the profile without going back to previously submitted data packages.  Screen shots of the first analysis (containing the ladder that was used and the sample) will be acceptable.  The screen shots shall be of both the entire sample and ladder and an enlargement of the locus of interest. The Contractor shall provide SNA with a proposed method of reporting and documentation and SNA will notify the Contractor of the approved method of reporting documentation.

· Spikes shall not be acceptable in the allele calling region.

· Profiles shall not be reported with any artifacts which would originally be called as called an allele or “OL” by Genemapper ID.

· Extraneous peaks shall not be acceptable in the allele calling region.

· Stutter called by Genemapper ID set at 20% shall not be acceptable.  

· –A called by Genemapper ID set at 20% shall not be acceptable.

· Tri-alleles:  Shall be re-extracted and the profile verified.  Upon reporting, SNA shall be provided with data from both runs documenting the tri-allelic profile in the same manner as the alleles with confirmed imbalance.

· Microvariants and off –ladder alleles:  The Contractor shall provide SNA with a list of proposed microvariant and off ladder alleles (above, below and within the ladder) that may be reported without retesting.  SNA will notify the Contractor of the microvariants and off ladder alleles that may be reported without retesting.  All other microvariants and off ladder alleles shall be retested and documentation provided in the same manner as the confirmed imbalances and tri-alleles.

· Contain alleles that are CODIS acceptable or are designated in a CODIS acceptable manner.

· Have internal standards that are of good quality and devoid of irregularities.  

· Have peaks (or band intensities) that are balanced across all loci and peaks (or band intensities) within a locus that are balanced (within 50%).   This applies to all alleles including those above and below the ladder.  If an imbalance is seen the laboratory shall retest the sample.  If the imbalance is still observed after the retesting the Contractor shall report the profile and report the imbalance in the sample comments on VDAS and shall provide a picture of the original profiling demonstrating the reproducibility of the imbalance.  (See l below.)

· Are devoid of peaks (or bands) that are misshapen or show irregularities (i.e., profiles should be devoid of –A peaks that fall above background).
· Is accurately reported for every sample.  Any reported samples that do not meet the quality standards of SNA shall be reanalyzed by the Contractor laboratory at the Contractor laboratory’s expense prior to reporting to SNA.  SNA expects that all profiles will be reported according to the contract and it is unacceptable for profiles not meeting the specifications of the contract to be reported SNA.   Inaccurate reporting of samples may be grounds for termination of this contract.

g.
Contain sufficient information and files so that SNA can reconstruct and re-analyze the GeneScan and Genotyper data reported by the contractor.

h.
Contain ROX peaks 75-400 for every sample.
26.
The Contractor shall utilize an automated tracking system for the processing of samples to ensure transcriptional errors do not occur and use the specified sample numbering dictated by SNA.

27.
The Contractor shall notify SNA immediately in writing if a problem is anticipated or detected in the testing of the samples.
28.
Contractor shall use only validated analytical procedures to generate DNA profiles from any biological samples.

29.
Contractor shall maintain a consistent turn around time that allows for the reporting of data on a weekly or biweekly basis.

30.
Contractor shall meet with representatives of SNA to develop a credible implementation plan for this project.

31.
Contractor shall provide training to the SNA (data reviewers, staff at the SNA Offices or a facility chosen by SNA) as requested.

32.
Contractor shall propose, provide and support the use of tools to ease data review for SNA.

33.
Contractor shall provide analytical services which result in complete and accurate profiles.

34.
Provide quality electronic data that can be easily reviewed and uploaded into VDAS and OSIRIS in a format acceptable to SNA.

35.
Provide any additional data and records requested by SNA in a timely manner.

 36.
The Contractor shall not record any identification information from the sample other than the specified identification number.

37.
Contractor shall follow procedures and policies to ensure that data from reported profiles shall not be intermixed with profiles not used for reporting and that each profiles shall be identified with a unique number provided by SNA.  

38.
All profiles generated by the laboratory shall be returned to SNA along with a master list documenting the location of all data.   

39.
The Contractor shall adhere to the data packages specifications dictated by SNA and said data packages shall contain:  (a) Genescan and Genotyper or what ever program is specified by SNA data for all tested samples in NT format or format specified by SNA, and (b) raw data file for reported samples and associated references and controls in all data (.fsa) files including ladders and controls unless otherwise specified by SNA.

40.
Contractor shall provide accurate and complete reporting of unusual profiles as specified above.

41.
Contractor shall provide any data files that may be requested by SNA in order to expedite data review.

42.
Contractor shall provide bi-weekly (or more frequent) reports in a format provided by SNA) indicating at a minimum:

· Number of samples received and the Batch number.  (This information shall be provided on a more frequent basis when requested.) this information may be requested more frequently;

· Number of samples reported;

· Number of failed samples including reason and sample number;

· Potential pitfalls;

· Any other related information requested by SNA.

43.
Contractor shall upload data packages to SNA’S Virtual Data Analysis Site (VDAS) and according to a schedule set by SNA.  If the data package provided by Contractor is not the data package required by SNA, the Contractor shall cease to receive additional samples for testing until the appropriate corrective action is taken.  SNA will decide if the corrective action is appropriate.

44.
Unless otherwise specified, the Contractor shall submit its Data Packages in an electronic format specified by SNA to VDAS.  VDAS may be available via the Internet or through a Virtual Private Network (VPN).  While the Contractor may elect to use a dial-up modem to access to the web site, a broadband connection is recommended.

45.
The Contractor may be given one or more login accounts to the site and/or VPN.  The Contractor shall be responsible for implementing appropriate measures to secure the distribution of login names and passwords and for maintaining their confidentiality.   

46.
Contractor shall implement all SNA specified security requirements for accessing the VPN (e.g., anti-virus software, etc.) at the request of SNA.

47.
Contractor shall upload all Data Packages to the site.  The Contractor shall also upload and/or enter any technical comments specific to the Data Package (e.g., tri-allelic profiles, off ladder alleles, and other information that would be relevant to data review).   This may involve additional file uploads or manually entering data.

48.
The Contractor shall monitor the site and answer all Data Package and/or Sample-specific technical questions using the features provided in the web site.  The Contractor shall respond to all questions within twenty-four (24) hours of the time the questions were posted on the site (Monday through Friday).  

49.
At the direction of SNA, the Contractor shall add any and all sample-level comments in a delimited text file.  The name of the file and its format shall be specified by SNA at a later date.  (SNA envisions either a comma or tab delimited text file.)

50.
Contractor shall, at the direction of SNA, make, reasonable modifications to their Data Package format.  If the changes are not made in the required time frame the contractor may be suspended from receiving samples.

51.
At the direction of SNA, the Contractor shall be required to submit Data Packages on CD-ROM or some other mutually agreed upon format.

52.
At the direction of SNA, the Contractor shall be required to submit answers to Data Packages and/or Sample-specific technical questions using email or some other mutually agreed upon medium.

53.
If a data package is rejected, Contractor shall have seven (3) calendar days to make any necessary corrections and re-post the Data Package.  If Contractor needs more than seven (3) calendar days to correct the problem(s), contractor shall notify SNA to request more time to make corrections.  Under no circumstances shall the corrective action take longer than fourteen (14) calendar days.  All re-posted data packages shall contain the same data package identifier used by the Contractor in the initial posting with the designator “RP” at the end of the Data Package name.  All comments and/or responses to said comments from the initial posting of a data package shall be included in any re-posting of the same data package.

54.
SNA reserves the right to request any information produced by the Contractor during the processing of the samples from the laboratory that shall enhance SNA’s review of the data.  The Contractor shall produce the data in a format that can be uploaded to VDAS within thirty (15) calendar days of the request.  If the Contractor cannot provide the requested information, the contractor shall cease to receive additional samples for testing until the appropriate corrective action is taken.  SNA shall decide if the corrective action is appropriate.

55.
It is anticipated that there may be multiple awards.  SNA shall monitor the profiling success rate for each Contractor.  If the Contractor consistently falls below the other Contractors in obtaining successful profiles, SNA may discontinue the service of that Contractor until the Contractor has conducted appropriate remediation.  SNA shall establish the definition of successful profiling.  

56.
Shipping and reporting batch sizes shall be determined by SNA.  The contractor shall pay for all shipping to and from the laboratory.  All shipping will be within the continental US.

57.
Contractor shall notify SNA within five (5) business days of any incident that has the potential to affect the SNA samples including those that were previously reported.

58.
The Contractor shall provide the DNA extracts to SNA or a third party designated by SNA along with 

· documentation of DNA concentration for each extract as well as well as proof of the absence of contamination including:

· acceptable reagent blank/reagent control

· positive control

· positive amplification control

· negative amplification control 

59.
Contractor shall maintain processing throughput as agreed upon by SNA.

60.
Contractor shall immediately direct any and all outside inquiries regarding this project to SNA and immediately notify SNA of the inquiry.  The Contractors shall not issue press releases, submit publications or talk to the public without first obtaining approval form SNA.

61.
The contractor shall not be able to use the samples or profiles for any purpose than fulfilling this contract.
