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Piney 

1. Introduction 

1.1 Purpose 

The purpose of this validation report is to document the performance and accuracy of the LCMS 

(Liquid Chromatography-Mass Spectrometry) instrument, following the analysis of 15 standards. 

This validation aims to ensure that the LCMS is operating correctly and producing reliable and 

accurate results. 

1.2 Instrument Details 

• Instrument Model: Agilent 1260 Infinity Lab LC/MSD Single Quadrupole  

• Agilent 1260 Vialsampler  

o Serial number: DEAEQ69876 

o Product number: G7129A 

• Agilent 1260 Binary Pump 

o Serial number: DEAE902046 

o Product number: G7112B 

• Agilent Single Quadrupole Mass Spectrometer  

o Serial number: DEAEQ69876 

o Product number: G7129A 

• Software Version: OpenLab CDS v. 2.6  

2. Methodology 

• Method Name: TBI Drug Screen  

o Mobile Phases 

 Mobile A: 0.1% Formic Acid in H2O  

 Mobile B: 0.1% Formic Acid in MeOH 
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o Binary Pump

 Pressure limits

• Min 0.00 bar    Max 600.00 bar

 Gas Flow 12.0 L/min

 Nebulizer 15.0 psi

 Gas Temperature 300 C

 Oven (Column) Temperature 50.0 C

 Injection Volume 5.00 uL

Time(min) A(%) B(%) Flow rate(mL/min) 

0.00 99.0 1.0 0.350 

2.00 99.0 1.0 - 

8.00 20.0 80.0 - 

8.50 2.0 98.0 - 

10.00 2.0 98.0 - 

2.1  Standards 

• Standards Analyzed:

 Buprenorphine

 Cerilliant lot#FE03191903 exp June 25,2025 MeOH

 Clonazolam

 Cerilliant lot#FN05252144 exp 2/26 Acetonitrile

 Etizolam

 Cerilliant lot#FN06202103 exp 11/30/26 MeOH

 GCMS Standard (Hydrocodone, Pethidine, Cocaine)

 Made: Dec 15,2023  Exp: Dec 15,2024     MeOH 

 GCIR Standard
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 Made: March 6,2024    Exp: March 6, 2025   MeOH 

 Alprazolam 

 Cerilliant lot# FE050032221 exp Jan 31,2028 MeOH 

 Psilocyn 

 Cerilliant lot#FE08092301 exp Aug 31, 2028 MeOH 

 Psilocybin 

 Cerilliant lot# FE7232102 exp Aug 31, 2025 MeOH 

 Fentanyl 

 Cerilliant lot# FE03252103 exp April 2026 MeOH 

 Oxycodone 

 Cerilliant lot#FE10161901 exp Jan, 2025 MeOH 

 Xylazine 

 Sigma lot#BCBL9775V exp Nov 7, 2024 MeOH 

 LSD 

 Cerilliant lor# FE10161901 exp Oct, 2024 MeOH 

 Testosterone 

 Sigma lot#50H0345 exp April 10, 2025 MeOH 

 Tianeptine 

 Cayman Chemical lot#05755807-12 exp July 19, 2025 MeOH+HCl 

 Isotonitazene 

 Cayman Chemical lot# 0577984-1 exp Feb 14, 2025 MeOH 

• Preparation: Standards were prepared and diluted according to established procedures. 
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2.2 Procedure 

1. Instrument Setup: The LCMS was set up and a weekly tune was run before performing 

the validation with the TBI drug Screen method.  

2. Running Standards: Each of the 15 standards was injected into the LCMS under 

standardized conditions. 

3. Data Collection: Data was collected for each standard, including retention times, peak 

areas, and mass spectra. 

3. Results 

3.1 System Suitability 

• Resolution: The resolution between peaks was adequate for all standards for all 

standards except Testosterone which is expected, meeting the specifications for this 

method. 

• Sensitivity: The sensitivity was assessed for each compound, with acceptable data for all 

standards except Testosterone. The TBI drug screen method is not necessarily the 

appropriate method for analysis of Testosterone. If Testosterone is suspected in case 

work, it might be necessary to use an alternative method such as one of the isocratic 

methods. 

3.2 Method Performance 

• Specificity: The LCMS method was able to distinguish the analytes from other  

substances.  

3.3 Issue with Testosterone 

• Testosterone Performance: Testosterone did not lead to a chromatographic peak and no 

mass spectroscopy data was collect for this standard. This issue is known to occur with 

the TBI drug screen method and is considered acceptable in this context of this 

validation. 
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4. Conclusion 

• Instrument Performance: The LCMS instrument demonstrated overall satisfactory 

performance based on the analysis of 15 standards. All acceptance criteria for system 

suitability, and method performance were met, except for the noted issue with 

Testosterone that is expected for this method. 

• Validation Status: The LCMS system is considered validated for the intended use, with 

the exception of the known issue with Testosterone. 

• Routine Maintenance: Continue with the scheduled maintenance as per policy. 
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Analysis Report
Sample Name Alprazolam lot#FE050032221 exp 1-31-

28 cerilliant MeOH
Injection Data File
Name

Alprazolam-20240821 132723.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A2 Injection Acquired
Date

2024-08-21 13:28:00-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Alprazolam-20240821 132723.sirslt

C:\CDSProjects\TBI - Piney\Report
Templates\TBI_Report.rdl [Rev. 13.0] Printed:  2024-08-22 10:33:30-05:00 Page 1 of 1
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Analysis Report
Sample Name Buprenoprhine lot# FE03191903 exp 6-

25-25 cerilliant MeOH
Injection Data File
Name

Buprenoprhine-20240821 135241.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A3 Injection Acquired
Date

2024-08-21 13:53:18-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Buprenoprhine-20240821
135241.sirslt

C:\CDSProjects\TBI - Piney\Report
Templates\TBI_Report.rdl [Rev. 14.0] Printed:  2024-08-22 10:37:40-05:00 Page 1 of 1
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Injection Data File
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Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A4 Injection Acquired
Date
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Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
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C:\CDSProjects\TBI - Piney\Report
Templates\TBI_Report.rdl [Rev. 14.0] Printed:  2024-08-22 10:38:47-05:00 Page 1 of 1
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Sample Name Etizolam lot# FN06202103 exp 11-30-
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Injection Data File
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Etizolam.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A5 Injection Acquired
Date

2024-08-21 14:43:48-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Etizolam.sirslt

C:\CDSProjects\TBI - Piney\Report
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Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A6 Injection Acquired
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2024-08-21 15:09:05-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Fentanyl.sirslt

C:\CDSProjects\TBI - Piney\Report
Templates\TBI_Report.rdl [Rev. 14.0] Printed:  2024-08-22 10:39:52-05:00 Page 1 of 1
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MS1 +Scan ESI (rt: 6.759 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Methamphetamine, Amphetamine,

Phentermine made: 3-6-24 exp: 3-6-25
Injection Data File
Name

GCIR test solution.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-B5 Injection Acquired
Date

2024-08-21 19:21:58-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-24\GCIR
test solution.sirslt
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MS1 +Scan ESI (rt: 7.333 min) Frag=135V Gain=1.0
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MS1 +Scan ESI (rt: 7.584 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Hydrocodone, Cocaine, Pethidine

made:12-15-23 exp 12-15-24
Injection Data File
Name

GCMS standard mix.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-B4 Injection Acquired
Date

2024-08-21 18:56:42-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\GCMS standard mix.sirslt
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MS1 +Scan ESI (rt: 8.848 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Isonitazene lot#0577984-1 cayman

chemical exp 2-14-24 MeOH
Injection Data File
Name

Isonitazene.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A7 Injection Acquired
Date

2024-08-21 15:34:21-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Isonitazene.sirslt
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MS1 +Scan ESI (rt: 7.790 min) Frag=135V Gain=1.0

Analysis Report
Sample Name LSD lot# FE10161901 cerilliant exp 10-

2024 MeOH
Injection Data File
Name

LSD.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A8 Injection Acquired
Date

2024-08-21 15:59:38-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\LSD.sirslt
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MS1 +Scan ESI (rt: 5.997 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Oxycodone lot#FE10161901 cerilliant

01-2025 MeOH
Injection Data File
Name

Oxycodone.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A9 Injection Acquired
Date

2024-08-21 16:24:55-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Oxycodone.sirslt
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MS1 +Scan ESI (rt: 1.443 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Psilocybin lot# FE7232102 cerilliant exp

4-2026 MeOH
Injection Data File
Name

Psilocybin.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A11 Injection Acquired
Date

2024-08-21 17:15:30-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Psilocybin.sirslt
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MS1 +Scan ESI (rt: 3.738 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Psilocyn lot#FE08092301 cerilliant exp

8-31-25 MeOH
Injection Data File
Name

Psilocyn.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-A10 Injection Acquired
Date

2024-08-21 16:50:13-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Psilocyn.sirslt
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Max : 57375

MS1 +Scan ESI (rt: 9.278 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Testosterone lot#50H0345 sigma exp

11-7-24 MeOH
Injection Data File
Name

Testosterone.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-B1 Injection Acquired
Date

2024-08-21 17:40:49-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Testosterone.sirslt
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Max : 3257036

MS1 +Scan ESI (rt: 9.054 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Tianeptine lot#05755807-12 cayman

cehmical exp7-19-25 MeOH+HCl
Injection Data File
Name

Tianeptine.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-B2 Injection Acquired
Date

2024-08-21 18:06:07-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Tianeptine.sirslt
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MS1 +Scan ESI (rt: 7.109 min) Frag=135V Gain=1.0

Analysis Report
Sample Name Xylanzine lot# BCBL9775V sigma 4-10-

25 MeOH
Injection Data File
Name

Xylazine.dx

Instrument
Name

Piney Injection Acq
Method Name

TBI Drug Screen.amx

Sample Vial
Number

P1-B3 Injection Acquired
Date

2024-08-21 18:31:24-05:00

Injection Volume 5.000 Data File Path C:\CDSProjects\TBI -
Piney\Results\Validation\8-21-
24\Xylazine.sirslt
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