STATE OF NORTH DAKOTA
OFFICE OF MANAGEMENT AND BUDGET
STATE PROCUREMENT OFFICE
600 E BOULEVARD AVENUE, DEPT. 012
BISMARCK, ND 58505-0310

NOTICE OF INTENT TO MAKE A NONCOMPETITIVE PURCHASE

September 22, 2020

The State of North Dakota intends to make a purchase for which we believe there is no competition.  The purpose of this notice is to attempt to identify possible alternatives.  Any potential bidder who does not agree that this service is available only from the intended source must contact the Procurement Officer by the response deadline.  Your response must be in writing and describe the service you are offering as an equivalent.  If you have any questions, please contact the Procurement Officer before the response deadline.

Requestor: North Dakota Office of Attorney General – Crime Laboratory Division (NDOAG-CLD)

Purchase Description: The NDOAG-CLD is in need of validating a multi-drug screening panel for the LC-ToF, a multi-drug quantitative panel for the LC-MS/MS and a THC panel for the LC-MS/MS to enhance the testing capabilities of the Toxicology Unit – Biological Section.  Complete method validation services include onsite sample preparation, method development and validation.  PinPoint testing provides validation services and is familiar with and follows ANSI/ASB Standard 036, First Edition 2019 Standard Practices for Method Validation in Forensic Toxicology.  PinPoint Testing, LLC also provides the ToolBox kits which are necessary to complete a method validation and to prepare samples for a method validation. 
Validation experiments must include the following.  Other experiments may need to be added as the need arises.  
1. Quantitation of THC, THC-OH, THC-COOH, and Cannabidiol in Whole Blood by LC/MS/MS
a. Method Requirements
i. Analytes; Limits of Detection and Quantitation; assay range.  
1. THC – 1 – 50 ng/mL
2. THC-OH – 1 – 50 ng/mL
3. THC-COOH – 5 – 100 ng/mL
4. Cannabidiol – 1 – 50 ng/mL

ii. Standards and Controls
1. The method must use matrix matched standards and controls.
2. Positive and Negative Controls must be included in each batch. 
3. Positive controls need to include at minimum a Low (3 x the LOQ) and high (80% of the highest calibrator).  
4. Negative Controls must not contain the analyte(s) of interest.  
5. A Process Control will be needed if a hydrolysis step is used in the sample preparation.  
6. Controls need to be ±20% of the known value.

iii. Internal Standards
1. Use deuterated internal standards.
2. Internal Standard Recovery – Establish minimum and maximum recovery requirements for the internal standard based on the assay performance.  

iv. Precursor and Product Ions
1. The precursor mass shall have unit resolution or better.
2. The scan range for product ion spectra shall be the same as that established during method validation.  The upper end of the scan range for production spectra should be set above the precursor ion m/z.  
3. A minimum of two transitions from a precursor mass must be monitored per analyte.  Internal standards may monitor 1 transition from a precursor mass.  
4. No ions shall be present at a relative abundance equal to or greater than 50% that are not present in the reference material spectrum.
5. See the table below for Product ion acceptance criteria.
	Relative Abundance
	Electron Impact Ionization
	All Other Ionization Techniques

	Greater than 50%
	20%
	20%

	20 - 50%
	20%
	25%

	Less than 20%
	20%
	30%



6. Ratios of diagnostic product ions shall agree with those calculated from a concurrently analyzed reference material given the tolerances shown in the above table.  

v. Peak Identification Criteria
1. Peaks should have a Gaussian shape.
2. Retention times of analytes (including internal standards) must be within 0.05 minutes of a standard.
3. Mass spectral mass assignments need to be 0.2 m/z from the current tune value.

b. Validation Experiments need to follow the current version of ASB Standard 036 - Standard Practices for Method Validation in Forensic Toxicology.  Validation experiments must include the following; however, other experiments may need to be added as the need arises.  
i. Bias:  Prepare and run three control pools at low, medium and high concentration.   Run three replicates on five different days.  The Bias must be ± 20% of the known value.
ii. Calibration model: 
1. Use matrix matched calibrators.
2. Linear, Quadratic and weighted models can be considered.  The model cannot include the origin.  
3. Residual plots must be assessed to determine the best calibration model.  
4. A linear calibration model must contain at least 5 calibrators.  A quadratic calibration model must contain at least 6 calibrators.  
5. The coefficient of variation of the calibration curve must be at least 0.99 or better.  
6. Calibrator concentrations when calculated from the calibration model must be within ± 20% of the target calibrator’s concentration.  
iii. Carryover - After injection of the highest calibrator, a blank sample must have a quantitative value of less than 10% of the lowest calibrator.  
iv. Dilution Integrity – At least one pool of specimen must be diluted and show acceptable bias and precision.  
v. Interference 
1. Matrix Interference – A minimum of 10 blank blood matrices from difference sources need to be analyzed.  The blank matrices must include both ante and post mortem specimens.
2. Evaluating Interferences from Stable-Isotope Internal Standards - Internal standard is added to a blank matrix and the signal for the analyte of interest is monitored.  An interference of the analyte can be considered insignificant if it is below the Limit of Detection of the method. 
3. Matrix Interference from Commonly Encountered Analytes - Standard spiked into whole blood need to be analyzed to rule out possible interference from common drugs of abuse, over-the counter drugs, and prescription medications.  See table below.

	Analyte Group
	Analytes*

	Opiates and Related
	Codeine, Morphine, Heroin, 6-Acetylmorphine, Hydrocodone, Hydromorphone, Oxycodone, Oxymorphone, Meperidine, Methadone, Tramadol, Fentanyl

	Drugs of Abuse
	Amphetamine, Methamphetamine, Cocaine, Benzoylecgonine, Ecgonine Methyl Ester, PCP, MDA, MDMA, 

	Prescription Drugs
	Amitriptyline, Imipramine, Doxepin, Trazodone, Bupropion, Fluoxetine, Sertraline, Citalopram, Alprazolam, Chlordiazepoxide, Clonazepam, Diazepam, Verapamil, Diltiazem, Lidocaine, Amobarbital†, Butabital†, Pentobarbital†, Phenobarbital†, Zopiclone, Zolpidem

	OTC Drugs
	Diphenhydramine, Doxylamine, Chlorpheniramine, Acetaminophen†, Ibuprofen†, Dextromethorphan†

	* Concentration of each analyte 5 µg/mL unless noted otherwise below

	† Concentration 50 μg/mL



vi. Ion Suppression Enhancement – Conduct experiments as outlined in 8.6.3 of ANSI/ASB 036.
vii. Limit of Detection (LOD) – The LOD and be administratively defined as the LOQ of the method. 
viii. Limit of Quantitation (LOQ) – Three sources of blank matrix must be used and fortified with the analyte at the concentration of the decision point and analyzed over a minimum of three runs.  Acceptable detection, identification, bias and precision criteria must be met.  
ix. Precision – The coefficient of variation for low, medium and high precision material must be within 20% for intraday and interday.
x. Stability – Conduct experiments as outlined in 9.3 of ANSI/ABS 036. 

c. Measurement Uncertainty for each analyte needs to be calculated from the validation experiments conducted.    
d. The Crime Laboratory Division will provide approximately 10 authentic samples to test the sample preparation and instrument analysis.  The specimens will also test the validity of the final quantitative results.  
e. The data for all validation experiments as they progress will be made available to the Toxicology Unit Biological Section Technical Lead when requested.  

2. Drug Panel Quantitation in Whole Blood by LC/MS/MS
a. Method Requirements 
i. Analytes – See the attached table.  
ii. Standards and Controls – see 1 a above
iii. Internal Standards – see 1 a above
iv. Precursor and Product Ions – see 1 a above
v. Peak Identification Criteria - see 1 a above
vi. The instrument method needs to contain place holder MRM transitions for future addition of new compounds to the method.
b. Validation Experiments – See 1 b above
c. Measurement Uncertainty for each analyte needs to be calculated from the validation experiments conducted.    
d. The Crime Laboratory Division will provide approximately 10 authentic samples to test the sample preparation and instrument analysis.  The specimens will also test the validity of the final quantitative results.  
e. The data for all validation experiments as they progress will be made available to the Toxicology Unit Biological Section Technical Lead when requested.  

3. LC-ToF optimization solutions for a Multi-Drug screening panel
a. Method Requirements 
i. Analytes – As many as toxicologically significant analytes as possible.
ii. Controls – see 1 a above
iii. Internal Standards – see 1 a above
iv. Precursor and Product Ions – see 1 a above
v. Peak Identification Criteria - see 1 a above

b. Validation Experiments – See 1 b above; (not including 1 b: i, ii, vii)
c. The Crime Laboratory Division will provide approximately 50 authentic samples to test the sample preparation and instrument analysis.  The specimens will also test the validity of the final quantitative results.  
d. The data for all validation experiments as they progress will be made available to the Toxicology Unit Biological Section Technical Lead when requested.  

Intended Source: 	PinPoint Testing, LLC
			AR Children’s Hospital Research Institute
			13 Children’s Way, Slot 841
			Little Rock, Arkansas 72202

Price: $69,550.00.  The amount covers three (3) onsite validation studies (method development, sample preparation, and supplies/reagents) for the Toxicology Unit – Biological Section:  LC-ToF optimization solutions for a Multi-Drug screening panel, LC-MS/MS optimization solutions for a Multi-Drug quantitative panel and LC-MS/MS optimization solutions for the THC panel.

Justification:  PinPoint Testing, LLC is the only confirmed vendor the NDOAG-CLD is aware of that can provide onsite validation of a multi-drug screening panel for the LC-ToF, a multi-drug quantitative panel for the LC-MS/MS and a THC panel for the LC-MS/MS that includes instrument method development, sample preparation, supplies/reagents (ToolBox kits), and travel costs.  
Response Deadline: 	September 29, 2020, 2:00 PM CT

Response Instructions:  Vendors must respond to the Procurement Officer in writing and include a description of the commodity or service being offered as an alternative. The response must also include pricing, including any applicable shipping and handling. A response must be submitted via email. 

If you have any questions, please contact the Procurement Officer before the response deadline.


Procurement Officer: 	Amy Cannon
State Procurement Office
Phone: (701) 328-2690
Email: alcannon@nd.gov

NOI # 110.7-20-097
