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Instructions: Please supply all requested information in the yellow-shaded areas and indicate any attachments that have been included.  Document all attachments and which section and question they pertain to.

2.4.1  Mandatory Requirements

	Mandatory Requirements
	Ability to Meet? (Y/N)
	If No, Explanation

	Refer to Section 2.4.1.1
	
	

	Refer to Section 2.4.1.2
	
	

	Refer to Section 2.4.1.3
	
	

	Refer to Section 2.4.1.4
	
	

	Refer to Section 2.4.1.5
	
	

	Refer to Section 2.4.1.6
	
	

	Refer to Section 2.4.1.7
	
	

	Refer to Section 2.4.1.8
	
	

	Refer to Section 2.4.1.9
	
	




2.4.2 TESTING OF SAMPLES

2.4.2.1 Provide existing or proposed ISO/IEC 17025 accreditation including scope(s) of accreditation.
	



2.4.2.2 Provide a description of similar equine contracts performed in the last three years including contact person and telephone number(s).
	



2.4.2.3 Provide a detailed report of equine analyses performed for the previous three (3) calendar years.  The report must include:
A) Number of equine samples analyzed, categorized as urine or blood (serum or plasma);
B) Listing of prohibited drugs detected, during that period, by name and frequency of detection;
C) Number of overages identified for anti-inflammatory drugs and furosemide;
D) Number of test results that resulted in testimony provided  for administrative or court proceedings;
E) Names of cases and jurisdiction in which testimony was given; and
F) Results of expert testimony
	



2.4.2.4 Provide two (2) copies of litigation packages used in actual cases.  Provide case outcomes and scientific challenges proffered.  Identifying information, such as would violate client confidentiality, may be removed prior to inclusion in the Proposal.    If the laboratory has a case that was successfully challenged on its scientific merit, it should be submitted as one of the litigation packages.  The Offeror shall comment on the challenge and provide recommendations for remediation of the existent flaws.
	



2.4.3 GRADED STAKES TESTING

2.4.3.1 Provide assurance of ability to comply with TOBA guidelines or provide an acceptable alternative for the testing of these samples outlined in this RFP.
	



2.4.4 RECORD KEEPING AND RECORD RETENTION

2.4.4.1 Provide a sample "chain-of-custody" document being utilized with a similar client.
	



2.4.4.2 Provide a record retention schedule.
	



2.4.5 OWNERSHIP

2.4.5.1 Provide a complete list of all officers and directors of the company as well as any person(s) who owns more than 5% of the company or company stock.
	



2.4.5.2 Please affirm that no person having a direct financial interest in the racing laboratory as a shareholder, partner, officer, or director shall have a direct financial interest in the ownership of race horses, either directly or indirectly, or any other financial interest connected with horse racing.
	



2.4.5.3 Please affirm that no laboratory staff shall have financial interest in the ownership of race horses, either directly or indirectly, or any other financial interest connected with horse racing.
	



2.4.6 STANDARD OPERATING PROCEDURES AND LABORATORY MANUAL

2.4.6.1 Provide a current Standard Operating Procedures Manual and a Quality Manual.  Describe how the laboratory will archive retired copies of standard operating procedures in such a manner that the procedures that were used to test each specific sample can be identified.
	



2.4.7 COLLECTING AND SHIPPING SAMPLES

2.4.7.1 Please submit a sample of the following with the proposal, unless otherwise indicated.  Further specifications can be found in section 1.4 Summary Scope of Work.
A) Sample Container - lockable insulated secure containers.  All sample shipping containers must be fitted with locks and hasps to insure sample integrity and security.  The containers should be insulated against extreme heat and cold. Please submit a photograph of the actual shipping containers to be used including a photograph of the lock and hasp closure.  The IHRC reserves the right to request a physical sample.  Please submit a schematic of how the shipping container should be packed for shipment in order to ensure the integrity of the samples. Include the dimensions of the shipping container and maximum number of blood and urine samples each shipping container can hold.
B) Collection cup with lids – sealed, leakproof and unbreakable containers with a minimum capacity of 250 milliliters.
C) Split sample cup with lids – sealed, leakproof 100 milliliter specimen cups for frozen storage.
D) Blood tubes – 12.5 ml Serum separator vacuum tubes including SS tubes for split blood sample collection and storage.
E) Needle - 20 gauge 1" vacutainer needles
F) Sample tickets and tamper proof evidence seals for blood and urine samples
	



2.4.7.2 List and describe fully the material to be shipped to the race tracks for:  sample collection, sample containment, sample preparation, sample identification, sample security (sealing), sample packing and shipment, container security and sample documentation.  Additionally, include a proposed supplies shipment schedule for each race meet (harness and flat racing.)
	



2.4.7.3 Affirm the ability to ship additional supplies as directed for non-parimutuel testing.
	



2.4.7.4 Provide courier name and a sample shipping schedule.
	



2.4.8 METHODOLOGY

2.4.8.1 Provide a description of instrumental methods of analysis proposed including: 
A) The scope of drug coverage by instrumental methods, specifying where applicable, preferred methods for individual drugs or their metabolites to include each of the following:
i. GC/MS (gas chromatography/mass spectrometry) or GC/MSn
ii. LC/MS (liquid chromatography/mass spectrometry) or LC/MSn
iii. HPLC/PDA (high performance liquid chromatography/photo diode array)
iv. HPLC/MS
v. Other instrumental methods that achieve the stated goals of the commission
	



B) Identification of substances for exclusion from instrumental screening and justification for said exclusion to include each of the following:
i. GC/MS (gas chromatography/mass spectrometry) or GC/MSn	
ii. LC/MS (liquid chromatography/mass spectrometry) or LC/MSn
iii. HPLC/PDA (high performance liquid chromatography/photo diode array)
iv. HPLC/MS
v. Other instrumental methods that achieve the stated goals of the commission
	



C) The relevant standards used for identifications to include each of the following:
i. GC/MS (gas chromatography/mass spectrometry) or GC/MSn
ii. LC/MS (liquid chromatography/mass spectrometry) or LC/MSn
iii. HPLC/PDA (high performance liquid chromatography/photo diode array)
iv. HPLC/MS
v. Other instrumental methods that achieve the stated goals of the commission
	



D) Standard Operating Procedures for each of the instrumental screening methodologies to be performed by the laboratory.
	


  
2.4.8.2 Description of panel of immunoassay tests proposed including scope of drug coverage:
A) Describe fully and provide justification for selecting the proposed ELISA tests to be performed as a complement to instrumental screening methods.
B) Identify proposed ELISA tests to be performed daily.  Provide list of available tests for inclusion in rotations.
C) Describe all immunoassay tests to be offered including the scope of drug coverage and the limits of detection.
D) Offeror must include all SOP’s employed in ELISA testing from sample preparation through reporting of results.
E) Request for approval to pool samples for immunoassay testing including number of samples to be pooled per test, ELISA tests for which pooled sample testing is requested, and justification for pooling of samples, if applicable.
F) List the type and vendor of immunoassay kits proposed to be employed for testing of official Commission samples.
	



2.4.8.3 Description of phenylbutazone and furosemide quantitation methods and the coefficient of variation or other estimate of measurement uncertainty for the standard method of quantitation for these analytes as used in the Offeror’s laboratory.
	



2.4.8.4 Description of screening and confirmation analysis for out of competition testing for blood doping drugs such as erythropoietin and darbepoietin.
	



2.4.8.5 Description of screening and confirmation analysis for zilpaterol and ractopamine.
	



2.4.8.6 Description of any other tests or testing methodologies that the Offeror proposes to employ in testing the IHRC’s samples.
	



2.4.8.7 Detailed description of confirmation testing methodology.
	



2.4.8.8 Provide a data package used to support a chemical identification; the Offeror may delete any information in the data package that would identify the source of the sample tested.
	



2.4.9 QUALITY ASSURANCE/ AUALITY CONTROL PROGRAM/ PROFICIENCY AND BLIND SAMPLE TESTING PROGRAM

2.4.9.1 Provide a comprehensive description of the internal quality assurance/quality control program. The external, independent quality assurance program, to include proficiency samples and blind sample testing shall be described, and the specific entity to administer the external testing program must be identified in the Proposal and approved by the IHRC’s representative. 
	



2.4.9.2 Additionally, any results of external quality control samples and independent quality assurance activities over the previous three (3) years must be included.
	



2.4.9.3 Provide the total number of quality control (QC) samples (positive controls and blind samples) analyzed over each of the previous three (3) years along with total number of samples analyzed, categorized as urine or blood (serum or plasma) samples.  QC samples for phenylbutazone, flunixin and furosemide quantitation in serum or plasma should be itemized separately.
	




2.4.10 LABORATORY STAFF

2.4.10.1 Provide project staffing description, including lead, technical and support personnel and a plan to implement required staffing for this contract if not currently in place.
	



2.4.10.2 Provide resumes for all personnel having any responsibility for the IHRC contract work. This must fully reflect any and all experience and expertise in the field of equine drug testing. 
	


 
2.4.10.3 List the percent dedication to the proposed IHRC work along with his/her status as a member of the Association of Official Racing Chemists (AORC).  Include the following as well:
A) Key contact to and from whom all communications with the IHRC will take place
B) Laboratory technical manager/director - if different from above
C) Laboratory quality manager
D) Technical staff
E) Support staff
	



2.4.10.4 List all AORC Members and their term (years) of membership.
	



2.4.10.5 The scientific and support staff must include sufficient technically competent people to support the workload of the IHRC samples, along with any other contractual obligations of the laboratory within the prescribed time limits.  Please indicate these staffing positions and their resume.
	



2.4.10.6 Does your company have the ability to have key laboratory personnel accessible outside of normal business hours, including weekends, holidays and evenings which correspond with the IHRC’s race schedule for the year? Yes or no.  If no, please explain.
	



2.4.10.7 Please affirm that the laboratory will not make changes in key personnel without the approval of the IHRC.
	



2.4.10.8 Provide name(s) and resume(s) of qualified personnel who would provide expert testimony upon request of the IHRC.
	



2.4.11 LABORATORY FACILITIES

2.4.11.1 Describe fully the laboratory facility including the physical location and address, the total square footage of the laboratory, the date established, total number of full-time and part-time employees, and the total of areas to be used for the work dedicated to the IHRC.
	



2.4.11.2 Describe fully the security systems routinely implemented to ensure sample integrity, chain of custody, restricted access and sample storage.
	



2.4.11.3 List all normal business hours that the proposed work for the IHRC is to be performed.
	



2.4.11.4 Describe the secure and sample-appropriate storage space for the IHRC’s official samples to maintain chain of custody and chemical integrity.  Describe the storage space for testing related supplies and lockable file cabinets for confidential materials including, but not limited to test results, documentation packets, evidentiary materials, and correspondence with the IHRC.
	



2.4.11.5 Describe the laboratory space equipped with proper bench space, fume hoods, acid/base storage, flammable solvent storage and reagent storage sufficient to satisfy State and/or Federal Occupational Safety and Health Requirements and the standards set forth through ISO/IEC 17025.
	



2.4.11.6 The laboratory shall have and maintain all applicable Federal and State drug and/or controlled dangerous substance licenses and permits. Please provide copies of these permits.
	



2.4.11.7 Please affirm that you are willing to admit any IHRC Commissioners, the Executive Director, and/or a designated representative(s) to the laboratory premises for random inspection during regular business hours.
	



2.4.12 LABORATORY EQUIPMENT

2.4.12.1 Describe fully the following required instrumentation and equipment.  State whether the equipment is on-site and owned wholly by the laboratory, leased, rented, or on loan.  In the case of temporary assignment, state the terms of equipment availability.
	



2.4.12.2 The laboratory shall have and maintain the necessary equipment in proper working order at all times, provide schedules and documentation for routine maintenance and or calibration of the following:
1. Gas chromatograph/Mass spectrometer equipped with computer data system and libraries
1. High performance liquid chromatograph equipped with ultra-violet absorbance, fluorescence, diode array, mass spectrometric devices and detectors
1. Liquid chromatograph/Mass Spectrometer
1. Any additional equipment identified in the laboratory’s response to this RFP.
	



2.4.12.3 Provide documentation that demonstrates proficiency in the performance of the following:
A) Liquid/liquid extraction or comparable methodologies
B) ELISA and/or other immunoassay techniques, which may include automated sample handling, washing, reagent dispensing apparatus and an endpoint reading instrument
C) Additional methodologies identified in the laboratory’s response to this RFP
	



2.4.12.4 List all additional equipment available for the performance of the proposed work for the IHRC.  State whether the equipment is on-site and owned wholly by the laboratory, leased, rented, or on loan.  In case of temporary assignment, state the terms of equipment availability.
	



2.4.12.5 List all instrumentation that is currently under a preventative maintenance service contract or agreement.
	



2.4.12.6 List all staff dedicated to the IHRC proposed work that have been trained in the operation of each piece of instrumentation and by whom the training was performed.
	



2.4.12.7 List any back-up or contingency plans in case of equipment failure.
	



2.4.13 ADDITIONAL REQUIREMENTS

2.4.13.1 Provide a listing of peer reviewed scientific publications relating to equine racing chemistry resulting from work performed in your laboratory.
	



2.4.13.2 Describe fully all equine research projects originating in or from work in your laboratory and the funding sources within the last three (3) years.
	



2.4.13.3 The IHRC has budgeted and is holding in reserve $10,000.00 annually for future testing needs.  As the use of Performance Enhancing Drugs in horse racing evolves, The IHRC will need technical assistance from vendor(s) to develop test as new drugs arise. Please detail how you will assist the IHRC in developing these tests and your typical price development process. 
	



2.4.13.4 Provide confirmation that screening and confirmatory analyses of race day samples can be accomplished within 5 business days of receipt of the sample.  Describe circumstances, and provide examples of drugs, where additional time to confirm suspicious findings might be requested.
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