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UNITED STATES DISTRICT COURT 
 

EASTERN DISTRICT OF LOUISIANA 
 

KATHLEEN MOLLER  * CIVIL ACTION NO. 24-0228-WBV-DPC 
 *  
VERSUS * JUDGE WENDY B. VITTER 
 *  
MARTIAN SALES, INC; JOPEN, LLC, 
a Texas limited liability company; 
JOHNSON FOODS, LLC, a Wyoming 
limited liability company; LP IND., LLC, 
a Wyoming limited liability company; 
CAG HOLDINGS, LLC, a Wyoming 
limited liability company; RMH 
HOLDINGS, INC., a Wyoming 
corporation; ABC INSURANCE 
COMPANY and John Does 1-4. 

* 
* 
* 
* 
* 
* 
* 
* 
* 
* 
* 
* 

MAGISTRATE DONNA PHILLIPS 
CURRAULT 

* * * * * * * * * * * * * * * * * * * * * * * * *  
 

DECLARATION OF EVELYN CADMAN 
 

I, Evelyn Cadman, am over the age of eighteen (18), competent to testify, and make this 

Declaration: 

1. I am an expert witness for Plaintiff in the above-captioned case.  

2. On October 24, 2025, I submitted a Freedom of Information Act (FOIA) request 

to the Food and Drug Administration (FDA) regarding inspection of Defendant 

JOPEN, LLC and the July 26, 2024, warning issued by FDA related to a report of 

death associated with OPMS Black Liquid Kratom. See, FDA Warns Consumers 

Not to Use Optimized Plant Mediated Solutions (OPMS) Black Liquid Kratom, 

https://www.fda.gov/food/alerts-advisories-safety-information/fda-warns-

consumers-not-use-optimized-plant-mediated-solutions-opms-black-liquid-kratom 

(last accessed Feb. 26, 2026). 

Case 2:24-cv-00228-WBV-DPC     Document 315-19     Filed 03/12/26     Page 2 of 91



3. On February 19, 2026, I received FDA’S partial response to the FOIA request.

4. A true and correct copy of FDA’s partial response is attached hereto as Exhibits

A1-A6.

5. As stated at page 14 of Exhibit A-2 under “General Discussion with

Management,” David Gabbay, owner and operator of JOPEN, LLC, and the FDA

investigator had a discussion “regarding the violative/adulterated products due to

kratom.” Mr. Gabbay was directly informed “that the FDA does not recognize

kratom as an ingredient to be used in food items.”

I declare under penalty of perjury that the foregoing is true and correct. 

Executed On: February 26, 2026 

 
Evelyn Cadman 

Electronically Signed 2026-02-26 18:20:13 UTC - 46.110.104.157

Nintex AssureSign® cf0cef3a-6ad7-47e1-b668-b3fd012cc51a

Evelyn Cadman l 
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U.S. Food & Drug Administrator

10903 New Hampshire Avenue

Silver Spring, MD 20903

www.fda.gov

02/19/2026

FDA FOIA Request Number: FDA-FOIA-2025-12305-OIIB2-1

Released Deliverable: FDA-FOIA-2025-12305-OIIB2-1 (02/19/2026 04:29:50 PM) Evelyn Cadman (FDA 

Compliance Simplified), Commercial Use

Evelyn Cadman 

FDA Compliance Simplified 

9172 West 92nd Avenue 

Westminster, CO United States 80021 

ecadman@fdasimplified.com

Dear Requester:

  

The attached record(s) are being provided by the U.S. Food & Drug Administration’s 

FDA/OC/OO/OMES/ODIGA/DID/FIB/OII2, in response to your Freedom of Information Act (FOIA) request, 

referenced above, for record(s) from the Food and Drug Administration pursuant to the Freedom of Information Act 

regarding: 

 

I request that a copy of documents containing information regarding the FDA's investigation and findings 
regarding adverse event reports arising from OPMS and Whole Herb branded products. This would include 
documents arising from the May 2024 report of an OPMS related death, which led to the FDA's August 29, 
2024 inspection (Inspection ID 1247811) of Jopen LLC, d.b.a A1 Wholesale, FEIN 3011941572, located at 
4949 Beeman St., Dallas, TX 75223. The documents requested include, but are not limited to: 
a. Records of the FDA attempts to communicate with persons responsible for the products, including calls 
and emails by the FDA Consumer Complaint Coordinator and the Office of Chief Counsel to the available 
contact information, such as 213 221 8049 and info@OPMSKratom.com
b. Establishment Inspection Reports (EIR) related to inspection 1247811 of Jopen LLC, d.b.a A1 Wholesale, 
FEIN 3011941572 on August 29, 2024 
c. Any Form 484s and related Sample Collection information related to the inspection 
d. Copies of any documents collected from the facility as part of Inspection 1247811 of Jopen LLC, d.b.a A1 
Wholesale, FEIN3011941572 
e. Copies of any correspondence related to Inspection 1247811 of Jopen LLC, d.b.a A1 Wholesale, 
FEIN3011941572, including but not limited to investigation memos, 483s and responses, determination letters 
and response, consent decrees and related correspondence, any FDA requested recall letters and related
correspondence, FMD-145 letter, any Warning Letter or Untitled Letter and responses or related
correspondence. 
f. Copies of any correspondence or documents regarding persons associated with the manufacture and 
distribution of OPMS and Whole Herbs kratom products, including: Jopen LLC, d.b.a A1 Wholesale, 
FEIN3011941572; Martian Sales, Inc.; Nuza (fka Advanced Nutrition); David Gabbay; Itamar David; Peyton 
Palaio; Mark Reilly; Mark Jennings; Gwendolyn Payton; Benjamin England; John K. Pratt; Mac Haddow; 
and Robert Durkin 

Your request is granted in part. We are enclosing 79 pages with this response. After a thorough review of the 

responsive records, we have determined that portions of the information are exempt from disclosure under FOIA 

exemptions of the FOIA 5 U.S.C. § 552, as checked, amended, and delineated below:    

✓-- ... { Jf_ lffl.l U.S. FOOD & DRUG 
\,,,-::i.~ - ADMINISTRATION 
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U.S. Food & Drug Administrator

10903 New Hampshire Avenue

Silver Spring, MD 20903

www.fda.gov

Exemption (b)(3) permits the withholding of information specifically exempted from disclosure by statute. Under 

this exemption we are invoking .

Exemption (b)(4) permits the withholding of trade secrets, and commercial or financial information obtained from a 

person that is privileged or confidential. We have determined that portions of the enclosed records satisfy these 

criteria.

Exemption (b)(6) permits the withholding of information which, if released, would constitute a clearly unwarranted 

invasion of personal privacy. In this case, it was determined that there is no countervailing public interest qualifying 

under the standard set forth, under exemption (b)(6), to release the personal identifying information of certain third 

parties.

Exemption (b)(7)(C) protects from disclosure records or information compiled for law enforcement purposes, but 

only to the extent that the production of such law enforcement records or information could reasonably be expected 

to constitute an unwarranted invasion of personal privacy. 

In determining to withhold such information, FDA considered 5 USC 552(a)(8)(i), when applicable, and 
whether FDA reasonably foresees that disclosure of such information would harm an interest protected by 
the relevant exemption(s) and whether disclosure is prohibited by law. 
 

In accordance with 45 CFR § 5.61 and 21 CFR § 20.41(b)(5), you have the right to appeal this determination. Your 

appeal should clearly identify the agency determination that is being appealed. It would be helpful if you provide 

specific reasons explaining why you believe the agency's adverse determination should be reconsidered. By filing an 

appeal, you preserve your rights under FOIA and give the agency a chance to review and reconsider your request 

and the agency’s decision.  Your appeal must be mailed or emailed within 90 days from the date of this response, to: 

Director, Office of Management and Enterprise Services  

U.S. Food & Drug Administration

5630 Fishers Lane, Room 1050

Rockville, MD 20857

FDAFOIA@fda.hhs.gov.  

Please clearly mark both the envelope and your letter “FDA Freedom of Information Act Appeal.” Items arriving or 

delivered after 5 p.m. Eastern Time will be deemed received on the next workday.

If you would like to discuss our response before filing an appeal to attempt to resolve your dispute without going 

through the appeals process, please contact Ms. Charis Wilson at 240-402-9116. You may also contact the FDA 

FOIA Public Liaison for assistance at: Office of Management and Enterprise Services, US Food & Drug 

Administration, 5630 Fishers Lane, Room 1050, Rockville, MD 20857, email: FDAFOIA@fda.hhs.gov.

If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of Government 

Information Services (OGIS), the Federal FOIA Ombudsman’s office, offers mediation services to help resolve 

disputes between FOIA requesters and Federal agencies. The contact information for OGIS is as follows:  Office of 

Government Information Services, National Archives and Records Administration, 8601 Adelphi Road–OGIS, 

College Park, MD 20740-6001; telephone at 202-741-5770; toll free at 1-877-684-6448; or facsimile at 

202-741-5769; email at ogis@nara.gov.  

The following charges for this request to date may be included in a monthly invoice. Please do not submit payment 

unless you receive an invoice. 

SEARCH: 1.0(58.00) = $58.00 REVIEW: 6.0(58.00) = $348.00 Total Estimated Fees: $406.00
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U.S. Food & Drug Administrator

10903 New Hampshire Avenue

Silver Spring, MD 20903

www.fda.gov

This is the DID/FOIA/Branch 2 final response to your FOIA request. If you have any questions about this response, 

you may contact me at JANICE.STRAIGHT@FDA.HHS.GOV or telephone 240-402-8314.  Please note, your 

request is assigned to additional office(s) within FDA. A separate response will be sent by the additional FDA 

office(s).

Sincerely,

Janice Straight

Government Information Specialist—Branch 2

Division of Information Disclosure

Office of Disclosure, Information Governance, and Accessibility 

Office of Management and Enterprise Services 

Office of the Commissioner 

U.S. Food and Drug Administration

JANICE L. 
STRAIGHT 
-S

Digitally signed 
by JANICE L. 
STRAIGHT -S 
Date: 2026.02.19 
13:41:41 -07'00'

Case 2:24-cv-00228-WBV-DPC     Document 315-19     Filed 03/12/26     Page 7 of 91



 
 
 
 
 

EXHIBIT A-2 

Case 2:24-cv-00228-WBV-DPC     Document 315-19     Filed 03/12/26     Page 8 of 91



Page 1 of 19

Establishment Inspection Report 

Jopen LLC, d.b.a Al Wholesale 
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Page 2 of 19

Establishment Inspection Report 

Jopen LLC, d. b.a Al Wholesale 

Dallas, TX 75223-3012 

FEI: 3011941572 

EI Start: 08/27/2024 

El End: 08/29/2024 

SUMMARY 

290790: FY24 OPMS Kratom Death Complaint Assignment 

The current inspection was initiated as comprehensive inspection, as a 
result of following up on a consumer complaint regarding O.P.M.S Black 
Liquid Kratom. The complaint was associated with O.P.M.S Black Liquid 

Kratom, lo~. O.P.M.S Black Liquid Kratom lotc;::::J was associated 
as being distributed by Al Wholesale and the Beeman Ave location. 

This FDA inspection, FY24 OPMS Kratom Death Complaint Assignment, was initiated as a 
comprehensive inspection, as a result of following up on a consumer complaint regarding O.P.M.S 

Black Liquid K.ratom, conducted under Operation ID #290790. The inspection was conducted in 
accordance with limited scope Preventive Controls (PC) (DFPG# 19-03) to determine the finn's 
compliance in accordance with 21 CFR 117 and CPGM 7303.040 Preventive Controls in Human 
and Animal Foods, covering Subparts A, B, and F. 

This inspection is their first initial FDA inspection. The finn currently acts as an ambient 
warehouse and distributor of various kratom products including O.P.M.S Black Liquid Kratom. At 

the time of the inspection the firm did not I "'"'"u.,.c.,,..,,,.., I 

I 1-The current inspection covered the firm's storage and distribution 
of O.P.M.S Black Liquid Kratom. Documents reviewed include receiving, storing, sanitation, 
shipping operations, and employee training records. 

During the inspection on 08/27/2024, O.P.M.S. Black Liquid Kratom lot #2194 sealed cartons 
were examined. Refer to Exhibit #1 for incoming Bill of Lading (BOL) for lot 2194 and Exhibit 
#2 for an outgoing BOL oflot 2914. 

At the conclusion of the inspection a one-item FDA 483, Inspectional Observation, was issued for: 

I (b-)(3) 21 U.S.C. § 350d(a)(5) I 

Additionally, the following items were observed and discussed with management; a leaking pipe 

on the warehouse floor, logging batch numbers, and distributing kratom products. Management 
was informed that any conditions discussed during the inspection and close-out meeting may be 

considered vio1ations of the Food, Drug and Cosmetic Act after review by the Agency and legal 
sanctions including warning letters, import alerts, refused entry or withdrawal of registration are 
available to FDA if an establishment does not voluntaril, correct serious conditions. Mana ement 

1 
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Page 3 of 19

Establishment Inspection Report 

Jopen LLC, d. b.a Al Wholesale 

Dallas, TX 75223-3012 

FEI: 3011941572 

EI Start: 08/27/2024 

El End: 08/29/2024 

stated a written response will be submitted. 

Two samples,# 1268589 and 1268590, were collected during the inspection, each comprising of 

one sealed carton of O.P.M.S. Black Liquid Kratom lot #2194. Each sealed carton contains 50 
individually sealed 8.8ml bottles. Additionally, sample 1263056, an affidavit of Mr. David 

Gabbay, is a documentary sample to capture responsibility and interstate, was also collected during 
the inspection. Refusals for information were experienced during the inspection, refer to Refusals 
section of the report for more information. Refusals for information were experienced during the 
inspection, refer to Refusals section of the report for more information. 

03040 

03040L 

I Correcdon StatuBeS current at time report wu signed. 

LIMITED SCOPE PCHF INSPECTIONS 

No Firm Response 

Submitted 

During the inspection, Mr. Gabbay stated Al Wholesale does not have a procedure written for 

Complaints. Mr. Gabbay stated that in the event of a complaint, much like a recall, that Martain 
Sales would have the information regarding lots sent to distributors, and that all complaint 

processes/ recall processes would go through Martain Sales. On 08/28/2024, 1 requested complaint 
docwnents, however, Mr. Gabbay did not provide any complaints during the inspection. 

Per Mr. Gabbay, the firm was not aware of any adverse event complaints, including the complaint 
which initiated this inspection. However, he stated that there are "ambulance chasers who were 

legally going those involved with O.P.M.S." but did not say if Al was involved with such 

proceedings. 

ADMINISTRATIVE DATA 

2 
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Page 4 of 19

Establishment Inspection Report 

Jopen LLC, d. b.a Al Wholesale 

Dallas, TX 75223-3012 

FEI: 3011941572 

EI Start: 08/27/2024 

El End: 08/29/2024 

Address Line I 4949 Beeman Ave 
City/ State / ZIP Dallas, TX 75223-3012 

Address Line I 3200 Broadway Blvd Ste 530 
City/ State/ ZIP Garland, TX 75043-1571 

8/27/2024, 8/28/2024, 8/29/2024 

Sara Valenzuela, Investigator 

Brook Shea, Investigator 

Aug 29 2024 0l:45PM David E. Gabbay, Manager 

Person's Name and Title David Gabbay, Manager 
Email Address 

Mailing Address 3200 Broadway, Suite 530, Garland, TX 75043 
Phone Number 

•If a corporation 

Industry Portal 

Representative and 
F.MD-145 Recipient 

On 08/27/2024, I, Investigator Brook Shea, and Investigator Sara Valenzueal, displayed our FDA 
credentials and issued the Form FDA 482 - Notice of Inspection to David Gabbay, who identified 
himself as the most responsible person at the firm at the time of the inspection. We were 

accompanied by Mr. Gabbay and Mr. I 1•11, 1 ~ legal counsel for Al Wholesale, throughout 
the duration of the inspection. 

3 
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Establishment Inspection Report 

Jopen LLC, d. b.a Al Wholesale 

Dallas, TX 75223-3012 

FEI: 3011941572 

EI Start: 08/27/2024 

El End: 08/29/2024 

FMD-145 and FDA post-inspectional correspondence should be sent to: 
Mr. David Gabbay, Manager 

Jopen LLC, d.b.a Al Wholesale 
3200 Broadway Blvd, Ste 530 

Garland, TX 7 5043 

Mr. Gabbay requested an additional FMD-145 be sent via email to his legal counsel, 

Mr. I 00(<) ~ I -o,m I 

I provided Mr. Gabbay a list of FDA web links to the following documents and Electronic 
Submission of Correspondences HAFW3 Memorandum: 
FDA Food Safety Modernization Act (FSMA) 
Key Requirements: Accredited Third-Party Certification 
Key Requirements: Preventive Controls for Human Food 
Key Requirements: Preventive Controls for Animal Food 
Key Requirements: Intentional Adulteration Mitigation Strategies 

Key Requirements: Registration of Food Facilities 
Key Facts: Preventive Controls for Human Food 
Key Requirements: Foreign Supplier Verification Programs 
Reportable Food Registry (RFR) At A Glance Fact Sheet 

Key Requirements: Sanitary Transportation, Human and Animal Food 
Fact Sheet: Voluntary Qualified Importer Program 
FDA.GOV 

Additionally, Mr. Gabbay was informed of supplemental kratom information found on the FDA 
website. 

HISTORY 

J'wn.~ None 
--·• 
~ofOpea .... Hours at the Beeman Ave location are approximately 9am - 4:30pm, 

Monday through Friday, as per the signage on the receiving door. 
'LeplStltas LLC I 
~ ......... This report was written by Investigator Shea, unless otherwise noted. 

Upon our initial arrival, at approximately 10:00am CST at the 4949 
Beeman Ave location, Investigator Valenzuela and myself were greeted 

by Ms.I :. l Manager of Al Wholesale andl _, I. When 

4 
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Page 6 of 19

Establishment Inspection Report 

Jopen LLC, d. b.a Al Wholesale 

Dallas, TX 75223-3012 

FEI: 3011941572 

EI Start: 08/27/2024 

El End: 08/29/2024 

asked what was the legal name of the firm, in order to fill out the FDA 
482, Notice of Inspection,! ::;. I stated she could not provide a 
reponse and left the room. An hour later, 11 :00am CST, Mr. David 

Gabbay, Manager of Al Wholesale andl - I, and Mr. [ .,.,1 ~ 
legal counsel to Al Wholesale, arrived. The 482 was issued to Mr. 
Gabbay and the inspection began. 

Per Mr. Gabbay I i•x•i I 

and Jopen, LLC, are doing business as Al Wholesale; a distributor of 
various kratom products including O.P.M.S Black and Gold Liquid 
Kratom 

Additionally, Al Wholesale contracts space froml "'"' I 
,.,.., I Al Wholesale also contracts I ~" ---, 

to fulfill their order reception, holding,Und shipment ofkratom based 

products, (General Discussion). The I .,,. lis located 
at I .... I. Al Wholesale has offices 
located at 3200 Broadway, Suite 530, Garland, TX 75043. These offices 
do not store any products. 

Per Mr. Gabbay, Al Wholesale handles various kratom products, 

including O.P.M.S. Black Liquid Kratom. Per Mr. Gabbay, O.P.M.S. is 
supplied by Nuza, LLC, whom he believes is the manufacturer of the 
products. Mr. Gabbay also stated that O.P.M.S. products, including 
O.P.M.S. Black Liquid Kratom, is owned by Martain Sales. Mr. Gabbay 

also stated that Al Wholesale contains a contract with Martain Sales, 
which was not supplied during the inspection when asked on 08/28/2024. 

During the inspection, when clarifications were needed regarding 
O.P.M.S. lot codes, Mr. Gabbay communicated with Mr. Mark Reilly, of 

Martian Sales, presumably located in Georgia 

On the O.P.M.S. Black Liquid Kratom products, Choice Organics is 
identified as a distributor. Mr. Gabbay stated he had created the phone 

number and the email address associated with Choice Organics, per a 
request by Martian Sales. Once the phone number and email address was 
created, this information was provided back to Martian Sales. Mr. Gabbay 
explained he is no longer involved with Choice Organics. 

INTERSTATE (I.S.) COMMERCE 

Description oflnterstate 
Commerce 

Per Mr. Gabbay, all products handled by the firm are ambient 
temperature, shelf stable finished goods. The firm receives approximately 

5 
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Page 7 of 19

Establishment Inspection Report 

Jopen LLC, d. b.a Al Wholesale 

Dallas, TX 75223-3012 

FEI: 3011941572 

EI Start: 08/27/2024 

El End: 08/29/2024 

lncoming 

Received From 

___:____Jof its products from outside of Texas, and approximatelyl:__Jof all 
products are shipped out of Texas. 

Al Wholesale receives orders such as O.P.M.S. Black Liquid Kratom 
over the phone with Partynuts.com. To order from Partynuts.com a 
customer is to be vetted first, to ensure they are a business. This is done in 

a variety of ways including rrifyfg tax ID's, the business' locations, etc. 
These sales are managed by - , a contracted third party ordering 
system. Al Wholesale's ordering software is then updated bvl .. , I with 
the order details. The orders are then passed to1 lfor 'I (b)(4) 

their employees to pack and ship orders. Orders are packed and shipped 
with Al Wholesale documentation. Orders are shipped! .... !using 
I .,,. I trailers to customers.O, on behalf of Al Wholesale, 
distributes .finished products nationwide. 

On 08/27/2024, I observed Al Wholesale contained finished product lot 
2194 of O.P.M.S. Black Liquid Kratom, in stock at the I - !facility. 
Refer to Exhibit #1 for an incoming BOL and Exhibit #2 or an outgoing 
BOL for 0.P.M.S. Black Liquid Kratom lot 2194, shipped on 08/13/2024 
to a customer in I ~"" I. Per Mr. Gabbay, the firm who 
supplies the O.P.M.S. Black Liquid Kratom, Nuza, LLC, is located in 
Georgia. Prior to 2016, Nuza would provide BOLs stating their shipping 
address, but since 2023, they have began providing blind BOLs, which do 
not include the name of the shipper or receiver of goods. 

Additionally, these BOLs do not include the lot number or description of 
what products are being shipped. Per Mr. Gabbay, he contacted Nuza, 

LLC in order to obtain the incoming BOL and confirmed that the BOL 
supplied, ~ .,,. l was the BOL for lot 2194. The BOL provided by 
Mr. Gabbay for this outgoing lot, BOL#j ~"" ~ does not include lot 
numbers or a product description citing what products were included in 
the order. Per Mr. Gabbay, there is n~ "'" !system to track what lot 
numbers are associated with incoming and outgoing shipments (General 

Discussion). Per Mr. Gabbay, he contacted Nuza, LLC to verify that the 
outgoing BOL provided was also lot 2194. Refer to Attachment #3, for 
an Affidavit including this information. 

and:2194. 
Yes 

Al Wholesale receives orders of O.P.M.S. Black Liquid Kratom from 
Nuza, LLC. Mr. Gabbay provided Bill of Ladin~ ••~•1 l shipped 
from Nuza, LLC, located at ~"" 

~------~-----a==-=.---~ 

on 09/07/2023, for O.P.M.S. Black Liquid Kratom lot _ ( 

6 
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Page 8 of 19

Establishment Inspection Report 

Jopen LLC, d. b.a Al Wholesale 

Dallas, TX 75223-3012 

FEI: 3011941572 

Outgoing 

Sent To 

EI Start: 08/27/2024 

El End: 08/29/2024 

Exhibit #3). Mr. Gabbay contacted Nuza, LLC in order to obtain 
incoming BOLs. Per Mr. Gabbay, Nuza, LLC confirmed to him that Bill 
of Lading#I ~"'' l shipped from Nuza, LLC on 09/07/2023, is for 
the O.P.M.S. Black Liquid Kratom lot CJ The O.P.M.S. Black Liquid 
Kratom product is received in finished product form and Al Wholesale 
does not manipulate the product further. 

Mr. Gabbay provided Bill of Lading#! ""• jfor the current batch of 
O.P.M.S. Black Liquid Kratom in inventory at the Beeman Ave location, 
lot# 2194 (Exhibit #1). The BOL states that both the ship from and ship 
to address as the Beeman Ave location, as a blind BOL. Nuza, LLC 
began utilizing blind BOLs in 2023, that no longer state their name as the 
shipper. Mr. Gabbay contacted Nuza, LLC and stated that they confirmed 
Bill of Lading#! ..,.., !was shipped from Nuza, LLC, and is for the 
O.P.M.S. Black Liquid Kratom lot #2194. No date and amount is listed 
on the BOL. 

Refer to Attachment #3 for more information. 

Yes 

Mr. Gabbay provided BOL#[ ,.,., shipped from the Beeman Ave 
location on 10/18/2023 to a customer in 1>,1•1 !(Exhibit 
#4). The outgoing BOL provided was an Al Wholesale shipping 
document contracted to I ~- . Mr. Gab bay contacted N uza, LLC 
confirmed that Bill of Lading# ~"'' l is for the O.P.M.S. Black 
Liquid Kratom lot #D. No amount or description of O.P.M.S. Black 
Liquid Kratom is on the BOL. 

Mr. Gabbay BOL#[ ..., shipped from the Beeman Ave location on 
08/13/2024 to a customer inl ,,,., !(Exhibit #2). The 
outgoing BOL provided was an Al Wholesale shipping document 
contracted tol - 1-Mr. Gabbay contacted Nuza, LLC to confirm that 
Bill of Lading#! ,..., lis for the O.P.M.S. Black Liquid Kratom lot 
#2194. No amount or description of O.P.M.S. Black Liquid Kratom is on 
the BOL. 

Refer to Attachment #3 for more information. 

JURISDICTION (PRODUCTS MANUFACTURED AND/OR DISTRIBUTED) 

Description of Jurisdiction Per Mr. Gabbay, the firm Al Wholesale is a distributor of various kratom 
products including O.P.M.S Black Liquid Kratom. Al Wholesale 
contracts space froml 1•K•1 I 

7 
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,.., I and contracts for~I --~Ito fulfill their order reception, holding, 
and shipment of products. 

Mr. Gabbay did not provide a list of products that Al Wholesale 

distributes. Refer to Exhibit #12 for photos of some of the products 
stored atl - I, for Al Wholesale. Product sales via distribution are 

made via~wholesale. Refer to Exhibit #5 for Al Wholesale's top 
three customers. 

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED 

l'oP.#l' 
Person's Name and Title David Gabbay, Manager 
Roles and Authorities Per Mr. Gabbay, he is the Manager of I I «1)(4) 

I (b}l4) I and Jopen LLC, doing business as Al 
Wholesale, a distributor of various kratom products including O.P.M.S 
Black Liquid Kratom. His daily job tasks include managing contracts 

with customers and vendors. He has the ability to handle orders and 
product ordering. From approximately 2013 to 2016, he would contact 
Mr. Mark Reilly, of Martian Sales, located in Georgia, directly via a 
phone call to place orders for O.P.M.S. products. From approximately 

2016 onward, O.P.M.S. products are I l.b)(-41t I shipped to Al 
Wholesale without the need of Mr. Gabbay placing orders. Mr. Gabbay 

only has I ... lreport,J =-- l an on-site A 1 Wholesale and 
I - !Manager at the Beeman Ave, location. Per Mr. Gabbay, he reports 
directly to the Jopen, LLC trust. Mr. Gabbay refused to state who makes 
up the the Jopen, LLC trust, and who in the trust he reports to. He also 
has an unlimited budget authority to make changes to Al Wholesale, and 

has the duty and power to detect, prevent and correct food safety 
violations. 

The following are applicable to FDA Credentials Displayed to This Person, Interviewed, Industry Portal 
this person 

Representative, FMD 145 Recipient, Accompanied During the Inspection 
Email Address 

lblffiiJ;)f11lQ I 
Mailing Address 3200 Broadway, Suite 530, Garland, TX 75043 
Phone Number - I 

FIRM'S TRAINING PROGRAM 

Prior to 2024, when Al Wholesale began it's contract with [ -· ( the firm contained a training 
procedure, Exhibit #9. Per Mr. Gabbay, employees received on the job experience, and were 

8 
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trained upon hire for their responsibilities, and the GMPs for the facility. Mr. Gabbay did not 
provide training logs or verification actions prior to the 2024 contract. Mr. Gabbay stated that he 
believes these procedures are being followed b~ _ ~ and that employees still practice this 
procedure for training. 

MANUFACTURING/DESIGN OPERATIONS 

Per Mr. Gabbay, from approximately 2013 through 2024, Al Wholesale maintained their ovm 
processes for receiving, storing/ warehousing, and distributing products. During this time Al 
Wholesale utilized a variety of procedures, such as: 

Inventory receiving, Exhibit ff6 

Inventory storage, Exhibit #7 

Inventory shipping, Exhibit #8 

Employee Training, Exhibit #9 

Sanitation, Exhibit #10 

Pest Control, Exhibit #11 

Al Wholesale did not maintain any verification actions/ logs of these actions during this time 
period. The inspection of the facility focused on the process flow of O.P.M.S. Black Liquid 
Kratom. 

As of 02/11/2024, Al Wholesale contracts space from lb"'' 
I ,.,,,i I and contracts! - Ito fulfill their or~de_r_r-ec_e_p-ti-on-,-h-o-ldin-.-g-,-an-d_s_h-ip_m_e_n_t -of~ 

products. I lb>(•• I is located at I ,,,,1 I. Al 
Wholesale has offices located at 3200 Broadway, Suite 530, Garland, TX 75043. These offices do 
not store any products. Mr. Gabbay is a Manager for both I _, land Al Wholesale. Per Mr. 
Gabbay,J ... I is not related to Jopen, LLC or to Al Wholesale. 

On 08/28/2024, Mr. Gabbay provided the contract between Al Wholesale an~ - 1- The 
contract outlines specific activities I - lis to complete on behalf of Al Wholesale. The 
following is excerpted directly from the contract: 

(b)(4) 

9 
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(b)(4) 

The contract between Al Wholesale andl ~ lwas observed by Investigators Shea and 
Valenzuela but a copy was not permitted. The contract is forl """ land the contract 
agreement was signed off by Mr. Gabbay as both authorized signatory for I -· land A 1 
Wholesale, dated 02/12/2024. 

Per Mr. Gabbay, Al Wholesale does not have a contract with Nuza, LLC, the manufacturer of 
O.P.M.S. Black Liquid Kratom. However, Mr. Gabbay stated there is a contract benveen Al 
Wholesale and Martian Sales. After my request for this contract, Mr. Gabbay refused to provide a 
copy. Additionally, Mr. Gabbay stated that there is no legal affiliation between Martain Sales and 
I _ f per his knowledge. 

Mr. Gabbay stated that his I ,.., !report, I =-~ I and the D employees are all staffed 
by a third-party company. Mr. Gabbay did not state the name of the staffing company. 

From approximately 2013 to 2016, Mr. Gabbay would contact Mr. Mark Reilly, of Martian Sales, 
located in Georgia, directly via a phone call to place orders for O.P.M.S. products. From 
approximately 2016 onward, O.P.M.S. products arel i•K•i !shipped to Al Wholesale 
without the need of Mr. Gabbay placing orders. Mr. Gabbay did not explain further as to how this 
works. 

Per Mr. Gabbay, the products received at the Beeman location arrive in finished product form. 

They arrive on '""' trailers. These ""'' trailers are 
contracted by their suppliers on a website that compares the ••~•> rates. This process is 
also followed when the products are shipped from the Beeman facility. There is no set 
transportation contract with whom Al Wholesale orl -· I use to carry the products for 
distribution. 

10 
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Neither Al Wholesale o~ _ I add any manufacturing codes to the products they store and 
distribute. Per Mr. Gabbay, O.P.M.S. Black Liquid Kratom may also include a two to four digit 
code on their product labeling, in order to prevent their customers from redistributing products 
themselves. Mr. Gabbay gave the example, "0", but could not explain what it meant. Mr. Gabbay 
also could not explain when these products include these codes, or what lots of products include 
these codes. 

Per Mr. Gabbay, approximately D of all prolucts that Al Wholesale stores at the Beeman 
location is O.P.M.S. products, and of that, - of those products is the O.P.M.S. Black Liquid 
Kratom. Per Mr. Gabbay, the turnaround time for O.P.M.S. Black Liquid Kratom is approximately 
I ,.. I· The product is often out of stock and is back ordered up t~ ,.,,.. lat times. 

Additionally, Mr. Gabbay explained that a third party also handles billing,! ~,., I. Per Mr. 
Gabbay, Al Wholesale is not billed for products received via Nuza, LLC until they distribute them 
to their customers. Al Wholesale sends payment toJ _ l from there Mr. Gabbay does 
not know where money is routed. Likewise, some of Al Wholesale's customers are required to pay 
upon placing an order on Partynuts, while other customers pay when the product is received and 
sold at their location. Mr. Gabbay also clarified that certain customers are charged different rates. 

On 08/27 and 08/28, Mr. Gabbay an~ ~"'' !joined Investigators Shea and Valenzuela on a 
walkthrough of the Beeman warehouse. During the walkthrough a leaking air conditioning pipe 
was observed (General Discussion). Refer to Exhibit #12 for Al Wholesale areas of the Beeman 
location warehouse. During the walkthrough on 08/27, the current batch of O.P.M. S. Black Liquid 
Kratom in inventory at the Beeman Ave location lot# 2194, was observed. Shipments of the 
O.P.M.S Black Liquid Kratom come in sealed cartons of fifty 8.8ml bottles. Investigators Shea and 
Valenzuela requested an individual product label for an individual bottle of O.P.M.S Black Liquid 
Kratom from the sealed carton. Mr. Gabbay andl """ I opened the lot 2194 carton and pulled 
out a bottle. The opened 2194 lot contained individual O.P.M.S. Black Liquid Kratom bottles 
contained a lot numberC]with black ink on the bottom of the bottles. Refer to Exhibit #14 for 
the currently used product label for O.P.M.S Black Liquid Kratom sealed carton and individual 
bottles. 

Likewise, Mr. Gabbay provided an old carton of O.P.M.S Black Liquid Kratom, lotC]for 
viewing. The opened~ contained individual O.P.M.S. Black Liquid Kratom bottles 
containing a lot numberl::__Jwith black ink on the bottom of the bottles. Refer to Exhibit #13 for 
the previously used product label for O.P.M.S Black Liquid Kratom sealed carton and individual 
bottles. Per Mr. Gabbay, the label change occured early 2024, and this change was due to labeling 
requirements. Mr. Gabbay did not explain further. 

On 08/28/2024, Mr. Gabbay contacted Mr. Mark Reilly, of Martian Sales, regarding the difference 
in lot numbers per a sealed container and the bottles it holds. Mr. Reilly explained to Mr. Gabbay 
that he is aware of the two different lot numbers, and that Martian Sales has the ability to trace both 
a carton and bottle. 

Per the individual bottles of O.P.M.S. Black Liquid Kratom lot[], from the sealed cartons of lot 
2194, the ingredients listed on the product is as follows: Mitragyna Speciosa (Kratom), 

11 
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Mitragynine, 7-Hydroxymitragyninge, Other AlkaJoids, Other Ingredients: water, ethyl alcohol, 
propylene glycol, corn syrup, natural and artifical stabilization agents. Likewise, these are the 
ingredients found on the O.P.M.S. Gold Liquid Kratom, also stored and distributed from the 
Beeman location, Exhibit #15. 

Choice Organics is cited as the distributor on all observed O.P.M.S. products, including O.P.M.S. 
Black Liquid Kratom lot# 2194,[:J O.P.M.S. Gold lot# C]and O.P.M.S. Black Liquid 
Kratom lot# EJ anLJ. Per Mr. Gabbay, Choice Organics is a company that he helped create 
sometime around 2014 - 2016. He created the phone number and the email address associated with 
Choice Organics, per a verbal request by Martian Sales for labeling requirements. Once the phone 
number and email address were created, this information was provided back to Martian Sales. Mr. 
Gabbay is no longer involved with Choice Organics, but explained that the current Choice 
Organics name was ad. b. a, and he does not know the legal name of the firm. Additionally, he 
believes that a third party now operates Choice Organics, but he does not know who this third party 
IS. 

Mr. Gabbay also clarified that the O.P.M.S. Black Liquid Kratom product label changed in early 
2024. The formula and ingredients found on the O.P.M.S. Black Liquid Kratom label has not 
changed, per Mr. Gabbay, he believes the label changed for legal reasons, but did not know what 
the reasons ,vere. Refer to Exhibit #13 for the pre-2024 label of O.P.M.S. Black Liquid Kratom, 
and Exhibit #14 for the post-2024, current, label of O.P.M.S. Black Liquid Kratom. 

MANUFACTURING CODES 

Per Mr. Gabbay, the products received at the Beeman location arrive in finished product form. 
Neither Al Wholesale or! .. , I add any manufacturing codes to the products they store and 
distribute. Per Mr. Gabbay, O.P.M.S. Black Liquid Kratom may also include a two to four digit 
code on their product labeling, in order to prevent their customers from redistributing products 

themselves. Mr. Gabbay gave the example, "O', but could not explain what it meant. Mr. Gabbay 
also could not explain when these products include these codes, or what lots of products include 

these codes, 

RECALL PROCEDURES 

The firm does not have a standard operating procedure for recalls. The firm has never participated 
in a mock recall. Mr. Gabbay stated that in the event of a complaint, much like a recall, that 
Martain Sales would have the information regarding lots sent to distributors, and that all complaint 
processes/ recall processes would go through Martain Sales. Mr. Gabbay stated that he would also 
mass email all of Al Wholesale customers in order to let them know of a recall. 
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OBJECTIONABLE CONDITIONS AND MANAGEMENT'S RESPONSE 

Firm was made aware of one citation for: At the time of the inspection the firm does not contain a 

I ···~" U.S.C. I ,_,)(SJ ~ 

The firm was made aware that this citation is not printable. Mr. Gabbay andl ''"'' I understood 
this citation and stated that they will have the business registered. No time frame was provided. 

ADDITIONAL OBSERVATIONS 

Citation Tell.'t Your food facility is no~ 
Observation Details Specifically, at the time of the inspection the firm does not contain a -

(b)(3j 21 u.s.c. § 3SOd[l)(5) 

Citation Reference 21 CFR 1.225 
Correction Status No Firm Response Submitted 

REFUSALS 

During the inspection a variety of information was refused to Investigators Shea and Valenzuela, 
this includes: 

20231 ,.,,1 !for Al Wholesale. 
~---~ 

Who is the Jopen, LLC trust, who in the trust does Mr. Gabbay report to. 

Contracts between Al Wholesale and Nuza, LLC. 

Contracts between Al Wholesale and Martain Sales. 

A full product list for the products received, stored, and distributed by Al Wholesale. 

Who supplies Al Wholesale/ whom they receive their products from. 

An affidavit was presented on 08/29/2024 to Mr. Gabbay. The affidavit was made available for 
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both Mr. Gabbay and .,.., to read, while Investigator Shea read the affidavit aloud. Upon 
reading the affidavit, Mr. Gabbay refused to sign the affidavit and did not provide comment, at the 

guidance of his legal counsel,! ""'' ~Mr.Gabbay did not receive a copy of the affidavit. 

GENERAL DISCUSSION WITH MANAGEMENT 

On 08/29/2024, Mr. David Gabbay, Manager, andl ~x•• I Legal counsel for Al 
Wholesale, in addition to Investigators Shea and Valenzuela, were present during the closeout 

meeting. At the time of the inspection the firm did not contain aj -·~·- I 

"""""...... [ (Observation #1). The following points were discussed 

with Mr. Gabbay andl ... , I: 

Leaking pipe: 

During our inspection, we observed a leaking air conditioning pipe in the warehouse. Although the 
pipe was not leaking directly over product, I explained to Mr. Gabbay that if product were to be 
involved, that there was a chance that products could be affected, depending on their product 
packaging. 

Response: Mr. Gabbay understood this observation and stated that there was a maintenance ticket 
submitted for the pipe. Upon a walkthrough conducted on 08/28/2024, it appeared the pipe had 
been fixed. 

Logging Batch Numbers: 
During our inspection, we observed that Al Wholesale does not record lots of products that are 
received, stored, and distributed from the facility. We explained how the lack ofthis information 
could affect Al Wholesale in the event of a complaint or recall. 

Response: Mr. Gabbay understood my observation and stated that he is looking into adding lot 
information to packing slips that Al Wholesale could provide their customers. 

Likewise, a discussion was had regarding violative/ adulterated products due to kratom. I 

explained to Mr. Gabbay and I "n• lthat the FDA does not recognize kratom as an ingredient 
to be used in food items. I explained to them that although they are not the manufacturers of this 

product, there is still responsibility because they are distributing this product. I explained to them 
guidance available on the FDA website regarding kratom. Mr. Gabbay and! ...., I provided no 
comment regarding this information. 

During the close out meeting, we thanked them for their time and concluded the inspection. We 
explained to them the authority of the FDA and that the firm must ensure that they continue to 

abide by the Food Drug & Cosmetic Act. We explained to them that the obsen 1ations discussed 
during the inspection are our observations and after further review of inspectional information, the 
items listed may be determined as violations of Food, Drug and Cosmetic Act. Further, legal 
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sanctions under the Food, Drug, and Cosmetic Act may include seizure, injunction, prosecution, 
civil money penalties, and other penalties, if the firm does not voluntarily correct serious 
conditions. We also mentioned the FDA Website and that information and clarification about 
regulations is readily available there and reminded them of the Dallas District Memo we had 

provided them earlier v.r:ith contact information for the HAFW3 Director. Likewise, we provided 
them of the FDA website regarding kratom. Additionally, I advised them that FDA recommends 

the firm responds within fifteen (15) business days after receiving FDA 483 Inspectional 
Observations. We asked them if they had any questions concerning the inspection, to which they 
replied that they had none. Since there were no questions, we thanked both Mr. Gabbay and Mr. 

I and closed the inspection. 

ADDITIONAL INFORMATION 

The officially sealed original copy and unsealed working copy discs containing the photographs 

taken during the inspection are filed with the unlabeled exhibits and attachments. 

SAMPLES COLLECTED 

'Biaaple Nuatlw i...-
Description One sealed carton of O.P .M.S. Black Liquid Kratom from inventory at 

the Beeman Ave location, lot# 2194. Shipments of the O.P.M.S Black 
Liquid Kratom come in sealed cartons of fifty 8.8ml bottles. Per Mr. 
Gabbay, this shipment has come directly from Nuza, LLC and has not 

been manipulated by Al Wholesale orl .. , 1. ..... ~ ,._ 
Description One sealed carton of O.P.M.S. Black Liquid Kratom from inventory at 

the Beeman Ave location, lot# 2194. Shipments of the O.P.M.S Black 
Liquid Kratom come in sealed cartons of fifty 8.8ml bottles. Per Mr. 
Gabbay, this shipment has come directly from Nuza, LLC and has not 
been manipulated by Al Wholesale orl ... 1. 

.... Nuabcf ~ 
Description Sample 1263056, an affidavit of Mr. David Gabbay, is a documentary 

sample to capture responsibility and interstate, was also collected during 

the inspection. 

VOLUNTARY CORRECTIONS 

I No voluntary corrections made as this was the firm's first FDA inspection. 
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EXHIBITS COLLECTED 

Exhibit Number 

1 

2 

3 

4 

5 

6 

7 

8 

9 

IO 

11 

12 

13 

14 

15 

ATTACHMENTS 

Attachment Nwn ber 

1 

3 

4 

Description Number of Pages 

O.P.M.S. Black Liquid Kratom lot #2194 BOL 1 
Incoming 

O.P.M.S. Black Liquid Kratom lot #2194 BOL I 
Outgoing 

O.P.M.S. Black Liquid Kratom lot#□ BOL 1 
Incoming 

O.P.M.S. Black Liquid Kratom lot CJBOL 
Outgoing 

Al Wholesale Top 3 Customers 1 

Al Wholesale Incoming Receiving Procedure 2 

Al Wholesale Incoming Storage Procedure 2 

Al Wholesale Shipping Procedure 1 

Al Wholesale Employee Training Procedure 1 

Al Wholesale Sanitation Procedure 2 

Al Wholesale Pest Control Procedure 2 

Photos of the Al Wholesale Section of 72 
Warehouse 

Previous O.P.M.S. Black Liquid Kratom Label - 14 
Pre 2024 

Current O.P.M.S. Black Liquid Kratom Label 
Post-2024 

Current O.P.M.S. Gold Liquid Kratom 

Description 

FDA 482 Notice of Inspection issued to Mr. 
David Gabbay, Manager of Jopen, LLC d.b.a. 
Al Wholesale on 08/27/2024. 

Issued 483 

FDA Form 463a - Affidavit of Mr. David 
Gabbay, Manager of Jopen, LLC d.b.a Al 
Wholesale on 08/29/2024. 

17 

12 

NIIDlber or Pages 

3 

2 

4 

Documentary sample (1263056) of Affidavit of 2 
Al Wholesale Manager, David Gabbay. 
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Attadunent Nmnber Description 

5 Receipt for Samples, 1268590 and 1268589 

FEI: 3011941572 

EI Start: 08/27/2024 

EI End: 08/29/2024 

NUDlber or Pages 

1 

6 Completed Sample Collection Report (1268590) 25 

7 Completed Sample Collection Report (1268589) 25 
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SIGNATURE 

Brook ~: 11
~~r.;db/ 

Shea S'o;;to:2024.09.06 
- 09:57:38-06'00' 

FEI: 3011941572 

EI Start: 08/27/2024 

EI End: 08/29/2024 

a ra A. Digitally ,dgnod 
by Sara A. 

a le nzu e Valenzuela -S 

la -S ~:~~
2
-~·~

8 
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DEPARTMUIT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT AOORESSAN> PHONE 11\aEER 

1201 Main Street, Suite 7200 
Dallas, TX 75202 
(214)253-5200 Fax: (214)253-5314 

NIIME AN>Tm.E OF .. DMDUAL TOWHOII REP0Rf ISSU3> 

David E. Gabbay, Manager 

Jopen LLC, d.b.a Al Wholesale 
CITY. STATE. ZIP CODE. COUNTRY 

Dallas, TX 75223-3012 

llATE(S) OF INSPECTION 

8/27/2024-8/29/2024 
FEINUMIER 

3011941572 

STREETAIX>RESS 

4949 Beeman Ave 
TYPE EST Aa.JstelENT INSPECTED 

Warehouse 

This docmncnt lists observations made by the FDA rcprescntativc(s) during the inspection of your facility. They aK inspcctional 
observations, and do not represent a final Agency dctcmu.nation regarding your compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA rcprcscntativc(s) during the inspection or submit this information to FDA at the address above. If you have any 
questions, please contact FDA at the phone number and address above. 

DURJNG AN INSPECTION OF YOUR FIRM WE OBSERVED: 

EMPLOYEEts) SIGNATURE 

Brook Shea, Investigator SEE REVERSE 
OF THIS PAGE Sara A Valenzuela, Investigator 

FORM IDA 413 ('9188) nJMDU5 l!DIIJON OBS<IJ!IE INSPECTIONAL OBSERVATIONS 

DATE ISSUED 

8/29/2024 

PAGE I of I PAGES 
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The obseNations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and regulations enforced by the 
Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 37 4(b)) provides: 

"Upon completion of any such inspection of a factory, warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices obseNed by him which, in his 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has 
been prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 
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Flag 

Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268589 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

Flag Remarks 

Episode Number Origin 
Domestic 

Basis 
Compliance 

Sample Type 
Official 

FIS SmplNum 
24339901 

Status 
Completed 

FEI Date Collected 
3032150939 08/28/2024 

Product Code 
54KCE12 

Responsible Firm 
Manufacturer 

Compliance Num Country of Origin 

United States 

Related Smpl Num Position Class 
INV 

Sampling Organization NDC Number 
HAFW3 

PAC 
21008 

Permit Number 

Hours 
9 

Storage Rqrmnt. 
Ambient 

Dealer is Consumer Crx/DEA Schedule Recall Num 
No 

Consumer Comp). Num Brand Name 
O.P.M.S. 

Product Descri1>tion 
Liquid kratorn extract packaged in (See "Remarks") 

Product Label 
See continuation. 

Reason for Collection MFG Codes 
Collected per Compliance/For-cause sample collection of kratorn "2194" 
product during establishment inspection on 8/27-29/2024 under 
assig1m1etID: 12383921 and Op ID: 12446135 to be analyzed for 
quantitation of 7-OH Mitragynine and Mitragynine. 

Firm Legal Name Address 
Jopen LLC, db.a Al Wholesale 4949 Beeman Ave Dallas, TX 75223-3012 

us 
Choice Organics 3680 Wilshire Blvd Ste P04-1084 Los 

Angeles, CA 90010-2709 US 

I (b)(4) 

Nuza,LLC 3075 Chastain Meadows Pkwy Marietta, GA 
30066-3354 us 

Type of Firm 
Dealer 

Shipper 

Shipper 

Manufacturer 

Size of Lot Est. Value Rcpt Type 
FDA484 

Carrier Name 
I ,,.., iof kratom extract $ ~I-,...-~ 
~----~ 

Descri1>tion of Sam"'"'1=>1=e ___ _ 
Sample consists ofl ~"" lof liquid kratom extract. 

Method of Collection 
See continuation. 

How Pre11ared 
See continuation. 

Collector's Identification on Seal 

I 

Expiration Date 
No Exp Date 

Firm FEI FCE 
3011941572 

3027395753 

l'tll(4j 

3032150939 

Date Shipped 

Collector's Identification on Package and/or Label 
"1268589 8/28/2024 SAV" "1268589 9/3/2024 Sara A. Valenzuela, Investigator" 

Sample Delivered To 

UPS Store~ _______ .,_"---------~' next 
day air, (See "Remarks") 

Date: 09/05/2024 Page: 1 of 4 

Date Delivered 
09/03/2024 

Lab w/Split Samf)le 
0 

Orig C/R & Records To 
HAFE3 

Lab 
DENLHAF 
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Document Number 
1 

2 
3 
4 

5 
6 

Remarks 
See continuation. 

Payment Amount 
$0.00 

Name of Sii?ner 
Sara A Valenzuela 
Sara A Valenzuela 
Sara A Valenzuela 

Date: 09/05/2024 

Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268589 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

Document Date 
08/30/2024 

Document Type 
Other 

Document Remarks 
Assignment sheet for assign. ID: 12383921 and Op 
ID: 12446135 (2 pages) 

08/27/2024 
08/29/2024 
08/28/2024 

08/13/2024 
08/29/2024 

Payment Method 
No Charge 

Other 
Other 
Other 

Bill of Lading 
Affidavit 

FDA 482 - Notice of Inspection (3 pages) 
FDA 484 - Receipt for Samples (2 pages) 
Photos of product case labeling and FD A 484 -
Receipt for Samples (8 pages) 
BOL for outgoing kratom product (2 pages) 
Affidavit (4 pages) 

704(d) Sam1>le 
No 

702(b) Portion Collector's Name 
Yes Sara A Valenzuela 

Date & Time of Signature 
09/05/2024 12:35 PM ET 
09/05/2024 12:35 PM ET 
09/05/2024 11 :27 AM ET 

Page: 2 of 4 

Meaning 
Collector 
Collector 
Collector 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268589 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

Continuation: 

Product Label 
Front of case label reads in part "***O.P.M.S. BLACK LIQUID***". 

Back of case label reads in part "***LOT- 2194". 

Top of case label reads in part "***O.P.M.S. Distributed By: Choice Organics (213)-221-8049***Info@OPMSKratom.com 
3680 Wilshire Blvd. Suite P04-l ll, Los Angeles, CA 90010". 

UPC on back of case: 643375878777 

Bottom of case label reads in part "***O.P.M.S. KRATOM EX1RACT". 

Method of Collection 
On 8/28/2024, during establishement inspection of Jopen;LLC d.b.a. Al Wholesale, located at 4949 Beeman Ave., Dallas, TX 
75223, I collected 1 case, lot #2194, containing! ""'' I each of O.P.M.S. brand Black Liquid Kratom 
Extract. The case was enclosed in clear, plastic wrap; I le t the case packagmg intact for sample collection, preparation, and 
shipment. The sample contains the 702(b) portion. 

During the inspection, Mr. David E. Gabbay, Manager, opened one of the cases from the same lot (2194) and one of the 
individual bottles CSO Shea and I examined and collected had an inkjet otj _ ~rinted on the bottom of the bottle. Mr. 
Gabbay was unsure if this was a separate lot number. 

To ensure the uniformity of the same lot code, the sample collection focused on the outer packaging lot code; however, once the 
packaging is opened, it cannot be guaranteed the bottle lot code will match the outer packaging lot code. The finn could not 
explain this discrepancy as they are not the manufacturer. Mr. Gabbay provided the names of two different firms as the 
manufacturer, Martian Sales, Inc. (no location provided or located) and Nuza, LLC, located at 3075 Chastain Meadows Pkwy, 
Marietta, GA 30066. 

A bill of ladin BOL was collected for an outbound shi ment of O.P.M.S. Black Li uid Kratom Extract by CSO Brook Shea. 
The BOL identifies as the shipper, ship date of 
8/13/2024, shipped to ... , ,.., There is no 
information contained within the BOL identifying the product, lot num er, or amount. ea o tame an affidavit with 
information linking the BOL with the product, which Mr. Gabbay (the affiant) refused to sign on advice from council. 

I transferred the sample via secure POV to my personal residence and stored it in a secure, locked room. On 8/29/2024, I 
transferred the sample via secure POV back to the fi.rrn in order to get clearer photographs of the case labeling. I transferred the 
sample back to my personal residence via secure POV and stored in a secure, locked room until I could prepare and ship the 
sample. At the close of the inspection on 8/29/2024, I issued a FDA 484 - Receipt for Samples to Mr. Gabbay, who provided the 
sample at no cost. 

How Preoared 
The sample was collected on 8/28/2024; bo'\-vever, I did not prepare or ship it until 9/3/2024. I was advised by DENLHAF that 
shipping after the Labor Day holiday would be ideal.The sample was held at my personal residence in a secure, locked room 
until preparation and shipment. 

On 9/3/2024, I prepared the sample by placing a white, adhesive label bearing" 1268589 8/28/2024 SAV" to the top, right of the 

Date: 09/05/2024 Page: 3 of 4 
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Continuation: 

Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268589 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

product case. I then placed the sample inside of a large, unused whirl-pak bag, rolled the top of the bag down, and folded the 
wire tabs over to secure. I placed an offical seal, dated 9/3/2024 over the rolled portion of the w hirl-pak bag and then I taped a 
completed FDA 525 over the seal using clear, plastic tape. 

I lined the bottom of a cardboard box witl1 bubble wrap, wrapped the sealed sample in bubble wrap and then placed it in the 
cardboard box. The sample was placed in the same box as sample #1268590. I placed more bubble wrap around and on top of 
the sample and then sealed the cardboard box using clear, packing tape. I applied clear, packing tape along all edges of the box 
and then affixed a UPS shipping label to the top of the box. 

I transprorted the sample via secure POV to UPS Store , .. ,., and shipped it 
utilizing next day air to DENLHAF to be analy:zed for quautitation of 7 - OH mitragynine and mitragyuine. The sample was 
collected, prepared, and shipped iu co1tjunction with sample #1268590. I maintained chain of custody of the sample at all times. 

Remarks 
Lab is aware of additional analysis requested per the discussion with Chad Whitwell, HAFW3 CO and Kim Dutz.ek OC/DE CO. 

The 702(b) portion is included in the sample. 

I took a photo of the original FDA 484 - Receipt for Samples due to the qualily of the copy. Refer to document number 4. 

The officially sealed original copy and unsealed working copy discs containing the photographs taken during the sample 
collection and inspection are filed with the unlabeled exhibits and attachments collected for the establishment inspection 
conducted 8/27-29/2024. 

The sample was collected on 8/28/2024; however, due to the holiday weekend and on advice from DENLHAF, the sample was 
prepared and shipped on 9/3/2024 

"Product Description" (continued): clear bottles with black, white, and green plastic wrap label and screw-on lid. Text on 
product bottle label in white, black, and green. 

"Sample Delivered To" (continued): trackingl~ __ (_•H_•, ----~ 

Date: 09/05/2024 Page: 4 of 4 
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Field Accomplishment And Compliance Tracking System (FACTS) 

Assignment Sheet for: Sara A. Valenzuela 

Assignment ID: 12383921 

Type of Operation: Domestic Sample Collection 

Target Completion Date: 09/30/2024 

Operation ID: 12446135 

Compliance Number: 

Requester Priority: High 

Scheduled Completion Date: Organization Priority: 

Subiect: Compliance/For-cause sample collection of kratom product 

Background Information: 

Requester's Remarks: 

Work Remarks: 

Investigator's Remarks: 

Estimated Cost: 

PAC(s): 21008 DIET ARY SUPPLEMENT SAMPLE COLLECTION AND ANALYSIS 

Product: 

Firm(s): 

Consumer Com1>Iaints With Disposition 
of 'Surveillance Information for next EI': 

Requesting Organization: HAFW3 

Phone: (214)253-5210 

Accomplishin2: Or2:anization: HAFW3 

Assignor: 

Send sam1>Ies to: 

Assignment POC Name: Kristin N. Longfellow 

Fax: 

Performing Organization: HAFW3-GRP5 

Other Assignee(s) on the Assignment within (HAFW3 ): 

There are no other Assignees. 

Date: 08/30/2024 
Page I of 2 
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Field Accomplishment And Compliance Tracking System (FACTS) 
Assignment Sheet for: Sara A. Valenzuela 

District Use: 

Firm POC Name: 

There are no Points Of Contact 

Est Ty))e Industry Code 

There are no Establishment Types There are no Industry Codes 

Registration Ty1>e Registration Date 

Proftle Class Last Covered Date Last Final Recommendation 
There are no Profile Classes There is no Last Covered Date 

Date: 08/30/2024 
Page 2 of 2 
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1. DISTRICT OFFICE ADDRESS & PHONE NO. 
J/ frl,- ~~ I 

DEPARTMENT OF HEALTH ANO HUMAN SERVICES .s ,, ... / 4.) 

FOOD ANO DRUG ADMINISTRATION I) 4 -, / I<" .. 
I f) , r .,~ 

2. NAME ANDl:TITLE OF INOMOUAL 
I I ;. I ~ 

' 
?1 . .,.. ... '.,,(../ 

3.0ATE7 O· 1/,.,t.., 
4.FIRMNAME 

J\ \_ LL~ ""'\, ,\, .. - ! I; I . . I ...... 
a.m. 

TO 
6. NUMBER ANO STREET 

I I c-11 I /1, ~ '° A• p.m. 

7. CITY AND STATE & ZIP CODE 8. PHONE NO. &AREA CODE 

.... I # 7 ; 
) 7 , ,} I 

.. .., I , I • , 

Notice of Inspection Is hereby given pursuant to Sedion 704(a)(1) of fho Federal Food, Drug, and Cosmetics Act [21 
U.S.C. 374(a))1 and/or Part F or G, Title Ill of the Public Health Service Act [42 U.S.C. 262-264]2 

As a small business that Is subject to FDA regulation, you have the right to seek assistance from the U.S. SmaD Business 
Admlnlstrallon (SBA). This assls1ance Includes a mechanism to address the enforcement actions of Federal agencies. SBA has a 
Nallonal Ombudsman's Office thal receives comments from small businesses about Federal agency enforcement actions. If you 
wish to convnent on the enforcement actions or FDA. CALL (888) 734-3247. The W8bslta address is www.sba.gov/ombudsman. 

FDA has an Office of the Ombudsman that can directly assist small bumess with complaints or disputes about actions of the FDA. 
Thal office can be reached by calling (301) 796-8530 or by emaD at ombuds@oc.fda.gov. 

For Industry information, go to www.fda.gov/ocl'll'ldustty. 

9. SIGNATURE(S) {Food and Onl/1 Administration Employee(s)) 

-..--
__;, .. 

, 

" ' ' ' 

1 Applicable portions of Section 704 and other Sections of the 
Federal Food. Drug. and Cosmetic Act (21 U.S.C. 374) are quoted 
below: 

Sec. 704(aX1) For purposes of enforcement of thls Act. officers 
or employees duly designated by the Secretary. upon presenting 
appropriate credentials and a written notice to the owner. 
operator, or agent in chargo, ere authorized (A) to enter, at 
reasonable times. any factory, warehouse, or establishment In 
which food, drugs, devices, tobacco products, °' cosmetics are 
manufactured, processed, packed, or held, for introduction into 
lntorstato c::ommorco or aftor such Introduction, or to enter any 
vehlde being used to transport or hold such food. ~. dovices, 
tobacc:o products. or cosmetics In Interstate commerce; and (B) 
to Inspect. at reasonable limes and within reasonable llmlts and 
in a reasonable manner, such factocy, warehouse, establishment, 
or vehicle and all pertinent equipment, finished and unfinished 
materials, containers, and labeling therein. In tho case of any 
person (exclucing fMnS and rescaurants) who manufactures, 
processes, packS, transports. distributes, holds, or Imports roods, 
the inspection shall extend to an records and other Information 

FORM FOA482 (9/11) PREVIOUS EDITION IS OBSOLETE 

1Q. TYPE OR PRINT NAME($) AND TITLE(S) {FDA Employ-.(a)) - hcc:. 0 
_,JC I:) 

' ,, /2 J J., r\--t .. ( \ ) 

described rn section 414. when the standard for records-inspection 
under paragraph {1) or (2) of section 414(a) applies, stJbjed to the 
!Imitations established In section 414(d). In the case of any factory, 
warahouse, establishment. or consulting laboratory In which 
prescription drugs. nonpresatptlon drugs Intended for human 
use, restricted devices, or tobacco products are manufactured, 
processed, packed. or held, inspedlon shall extend to all things 
theteln (including records. files, papers, p,ocesses, controls, and 
facllitles) bearing on whether pre,cription drugs, nonprescription 
drugs intended for human use, rastrided devices. or tobacco 
products which are adulterated or misbranded within the meaning 
of this Ad. or which may not be manufactured, introduced into 
Interstate commerce, or sold, or olleted for sale by reason or 
any provision or this Ad. have been or are being manufactured, 
processed, packed. transported, or held in any such place, or 
otherwise boaring on violation of this Act. No inspodlon authorized 
by the preceding sentence or by paragraph (3) shall extend to 
financial data, sales data other than shipment data, pricing data, 
personnol data (othor than data as to qualifications of technical 
and professional personnel performing functions subject to this 

Page 1 of3 

(Conlinued on Reverse) 

NOTICE OF INSPECTION 
l:l' 
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Act). and research d.ll8 (other than data relating to now drugs. 
antibiollc drugs, devices, and tobacco products and subject 
to reporting .lnd Inspection under regulotions lawfully issued 
pursuant to section 505 (i) or {k), section 519. section 520(9), or 
chapter IX and data relating to othor drugs. devices, or tobacco 
products. which in the case or a new drug would be subject to 
roporting or inspection undor lawful regulatfons issued pursuant 
to section 5050)). A separate notice shall be given for each such 
Inspection, but a notice shall not be required for oach entry made 
during the period covered by the inspection. Each such Inspection 
shall be commenced and comploted with reasonable promptness. 

Sec. 704. (a)(2) The provisions of tho third sentence or 
paragraph (1) shall not apply to (A) pharmacles which maintain 
establishments In conformance with any applicable local laws 
rogulating the practice of pharmacy and medicine and which are 
regularly engaged in dispensing prescription drugs or devices, 
upon prescriptions or practillonors licensed t.o administer such 
drugs or devices to patients under the care of such practitioners 
in tho course of their professional prac:tico, and which do not. 
either through a subsidiary or otherwise, manufacture, propare, 
propagate, compound, or process drugs or devices for sale 
other than In the regular course of thefr business of dispensing 
or selling drugs or devices at retail; (B) practitioners ncensed by 
law to prescribe or administer drugs, or prescribe or use dovfces, 
as the case may be, and who manufacture, prepare. propagate, 
compound, or process drugs, or manufacture or pmcess devices 
solely for use ln tho C0UIS8 or their professional practice; (C) 
persons who manufacture. preparo, propagate. compound. or 
process drugs, or manufacturo or process devices solely for use 
in research, teaching, or chemical analysis and not for sale; (0) 
such other classes of persons as the Secretary may by regulation 
exempt from the application or this section upon a finding that 
inspection as applied to such dasses of person$ in ac::cordance 
with lhls section is not necessary for the protection or the public 
health. 

Sec. 704. (a)(3) An officer or employee making an inspection 
under paragraph (1) for pu,poses of enforcing the requirements 
of section 412 applicable to infant formulas shall bo permitted, at 
an reasonable times, to have accoss to and to copy and verify any 
rocords (A) bearing on whether the infant formula manufactured 
or held in the facility inspected meets tho requirements or section 
412, or (B) required to be maintained under section 412. 

Sec. 704{b) Upon completion of any such Inspection of a factory, 
warehouse, consulting laboratory. or other establishment. and 
prior to leaving the premises. tho officer or employee making the 
inspection shall give to tho owner, operator, or agent in charge a 
report In writing setting forth any conditions or practices obsetved 
by him which, in his judgment, indicate that any food, drug, device, 
tobacco product. or cosmetic In such establishment (1) consists in 
whole or in part of any filthy, putrid, or decomposed substance, or 
(2) has been prepared. packed, or held under insanltaty conditions 
whereby it may tuJvo bocome contaminated with filth, or whereby 
It may have been rendered injurious to health. A copy of such 
report shall be sent promptly to lho Secretary. 

Sec. 704. (c) If the officer or employee making any such inspedlon 
of a factory. warehouse, or other establlshment has obtained 
any sample in the course of the Inspection, upon completion of 
the inspection and prior to leaving the promises he shaD give to 
the owner, operator, 0t agent In charge a receipt describing the 
samples obtained. 

FORM FDA 482 (9/11) PREVIOUS EDITION IS OBSOLETE 

Sec. 704. (d) Whenovor in tho course or any such inspection of 
a factory or other establishment where food as manufactured, 
processed, or packed, the officer or employee making the 
inspection obtelns a sample or any such food. and an analysis 
is mado of such sample for the purposo of ascertaining whether 
such food consists in whole or In part of any filthy, putrid, or 
decomposed substance, or Is othelWfse unrit for food, a copy of 
the results or such analysis shall be rumishcd promptly to the 
owner. operator, or agont in charge. 

Sec. 704(e) Every person required under section 519 or 520(g) 
to maintain records and every person who is In charge or custody 
or such records shall. upon request of an officer or employee 
designated by lhe Seetotary. permit such officer or omployce at 
all reasonablo limes to have access to and lo copy and verify, 
such records. 

Section 704 (f)(1) An accredited person described In paragraph 
(3) shall maintain records documenting the training qualifications 
or the person and tho employees of the person, tho procedures 
used by the person for handling confidential information, the 
componsation arrangements made by the person, and the 
procoduros used by the person to identify and avoid confticts of 
interest Upon the request of an officer or employco dosignated 
by the Secretary, tho porson shall permit lhe officer or employee, 
at all reasonable times. to have accoss to, to copy, and to verify, 
the records. 

Soctlon 512 (1)(1) In the case or any new animal drug for which 
an approval of an application filed pursuant to subsection (b) Is 
In effect, the applicant shall establish and maintain such records, 
and make such reports to lhe Socrotary, of data relating to 
experience. indudlng experionce with uses authori%ed under 
subsoctlon (a)(4XA), and other data or Information, rocolvod or 
othe,wlse obtained by such applicant with respect to such drug, 
or with respect to animal foeds bearing or containing such drug, 
as the Secretary may by general regulation, or by order with 
respect to such application. prescribo on the basis or a finding 
that such records and reports are necessary in order to enable the 
Secretary to determine, or facilitate a detennination, whether there 
Is or may be ground for Invoking subsection (o) or subsectlon (m) 
(4) of this section. Such ~ulalion or order shaU provide, where 
the Secretary deems It to be appropriate, for lhe examination, 
upon request, by the persons lo whom such regulation or order Is 
appllcable. of stmlar Information received or otherwise obtained 
by the Secretary. 

(2) Evo,y person required undor this subsection to maintain 
records, and every person In chargo or custody thereof, shall, upon 
request of an officer or employee designated by the Secretary. 
permit such officer or employee at all reasonable limos to have 
access to and copy and verify such records. 

1 Applicable HCtions of Parts F and G of Title IU Public Health 
Service Act [42 U.S.C. 262·284) are quoted below: 

Part F - Licensing - Blotoglcal Products and Cllnlcal 
Laboralories and• • • • • • 

Sec. 351(c) •Any officer, agont, or employee of'the Department of 
Health and Human Services, authoriZed by the Secn,te,y for the 
purpose•, may during all reasonable hours ontor and Inspect any 
estabfishmont for the propagation or manufadure and pntparation 

(Continued on Page 3) 

Page2of3 (Rovo,wof Page 1) NOTICE OF INSPECTION 
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of any virus, scrum, toxin, antitoxin, vaccine. blood, blood 
component or derivative, allergenic product. or other product 
aforesaid for sale, barter, or exchange In the District of Columbia, 
or to be sent, carried, or brought fmm any State or possession into 
any other State or possession or Into any foreign country. or from 
any foreign country into any Stale or possession: 

Part F - • • • • • ·eontrol or Radiation. 

Sec. 360 A (a) ·ir the Secretary finds for good cause thal the 
mothods, lesls, or programs related to electronic produd radiation 
safety in a particular factory. warehouse, or establishment in 
which electronic products are manufactured or held, may not be 
adequate or re&able, offtC8fS or employees duly deslgnalod by the 
Secretary, upon presenting appropriate credentials and a written 
notice to the owner, operator, or agent In charge, are thereafter 
authorized (1) to enter, at reasonable times any area in such 
factory. warehouse, or establishment In which the manufacturer's 
tests (or testing programs) n,qum,d by soctlon 358(h) aro carried 
out, and (2) lo Inspect. at reasonable times and within reasonable 
limits and in a reasonable maMer, the facilities and procedures 
within such a,ea which are ,elated to eledtonlc product radiation 
safety. Each such inspection shall be commenced and completed 
with reasonable promptness. In addition to other grounds upon 
which good cause may bo found for purposes of this subscdion, 
good cause wm be conskfered to exist In any case where the 
manufacturer has introduced Into commerce any electronic product 
Which does not comply with an applicable standard prescribed 
under this subpart and with respect to which no exemption from 
the notification requirements has been granted by the Secnrtary 
under section 359(a)(2) or 359(0)." 

(b) •every manufacturer of eledronlc products shall 
establish and maintain such recoftls (including testing recon:ts), 
make such reports, and provide such lnfonnation, as the Secretary 
may reasonably require to enable him to determine whether such 
manufaduror has acted or is acting In complianco with this subpart 
and standards presct1bed pursuant to this subpart and shal, 
upon request of an officer or employee duly designated by the 
Secretary, permit such officer 0t employee to inspect apptopriace 
books. papers, recoftls, and dOClJments relevant to determining 
whether such manufacturer has aded or is acting in compliance 
with standards prescribed pursuant to section 359(a): 

...... 
(f) "The Secretary may by regulation (1) requife dealers and 

distributors of eledronic products, to which there are applicable 
standards prescribed under this subpart and the retail prices 
of which ls not less than S50, to fumish manufacture,s of such 

FORM FDA 482 (9111) PREVIOUS EDmON IS OBSOLETE 

products such information as may bo nowssary lo identify 
and locate, for purposes of section 359, the first purchasers of 
such products for purposes other than resale, and (2) require 
manufacturers to preserve such information Any regulation 
establishing a requirement pursuant to clause (1) of the preceding 
sentence sha0 (A) authorize such dealers and distributors to 
clcct, In lieu or immediately furnishing such information to the 
manufacturer to hold and preserve such Information until advised 
by the manufacturer or Soaota,y that such information is needed 
by the manufacturer for purposes of section 359, and (B) provide 
that the dealer or distnbutor shal, upon making such election, 
give prompt notice or such election (together with information 
identifying the notifier and the product) to the manufacturer and 
shall, when advised by the manufacturer or Secretary, or the need 
therefore for tho purposes of Sccllon 359, Immediately furnish the 
manufacturerwilh the required information. If a dealer or distributor 
discontinues the dealing in or distribution of eledtonic products, 
he shall tum the information over to the manufacturer. Any 
manufacturer receiving information pursuant to this subsection 
concoming first purchasers of products for purposes other than 
resale shall treat It as confidential and may use it only if necessary 
for the purpose of notifying persons pursuant to section 359(a): 

....... 
Sec. 360 8.{a) It shall be unlawful­

(1) ••• 
(2) ••• 
(3) "for any person to fail or to refuse to establish or 

maintain recon:ts required by this subpart or to permit access by 
the Secreta,y or any of his duly authorized repn,senlatives to, or 
the copying of, such records, or to permit entry or Inspection, as 
required or pursuant to section 360A.• 

...... 
Part G - Quarantine and Inspection 

Sec. 361(a) "The Surgeon General, with the approval of the 
secretary, IS authol'll'.ed to make and enforce such regulations 
as in his judgment are necessary to prevent the introduction, 
trensmlssion, or spread or convnunlcable diseases from foreign 
eountries Into tho Slates or possessions, or from one State or 
possession Into any other State or possession. For purposes 
of carrying out and enforcing such regulations. the Surgeon 
General may provide for such inspection, fumigation, disinfection, 
sanilation, past extanninallon, destruction of anlmals or articles 
found lo be so lnfoctcd or contaminated as lo be soun::os of 
dangerous infac:tion lo human beings, and other measures. as In 
his judgment may be necessary.• 

Page3of3 NOTICE OF INSPECTION 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 

FOOD AND DRUG A°'MINISTRATION 

1. DISTRICT ADDRESS & PHONE NUMBER 

\a·~, ~'},\ ~~i,. r--~ ,~~G}() 

f'tJJ.ltc.i ,-1'X '°7':1 S~?lQ 

~~-=-~ -~~o 
2. NAME AND TITLE OF INDIVIDUAL 

0-.J~J r£ .. 
3. DATE 4. SAMPLE NUMBER 

./.J4l. 
5. FIRM NAME 6. F $ DEA NUMBE.R 

~ 
ER AND STREET 8. CITY AND STATE (lriclude Zip Code) 

The lollowing·samples were collected by the Food and Drug Administration and receipt is hereby acknowledged pursuant 
to Section 704~) of the Federal Food, Drug, and Cosmetic Act [21 U.S:C. 374(c)l and/or Section 532 (b) of the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 360il{b)] and/or 21 Code of Federal Regulations (CFR) 1307.02. Excerpts of 
these are quoted on the reverse of this form. 
(NOTE: ff you bill FDA for rife cost ofthB Sample(s) listed below, please attach a copy of this form to your bill.) 

1:-.1.C-is:-(5, "" 
'~ <1 

10. ~PLES WERE 

~ROVIDEDAT NO CHARGE 

0 PURCHASED 

11. AMOUNT RECEIVED FOR SAMPLE 12. SIGNATURE (Persons receiving paymenttorsamp/e or person 

0 CASH 

0 VOUCHER 

0 BORROWED (To be returned) 

0 BILLED 

□CREDIT 
CARD 

providing sample to FDA at rro charge.) 

-
13. COLLECTOR'S NAME (Print o-r Type) 14. COLLECTOR'S TITLE (Printor Type) 

FORM FDA 484 (3/06) PREVIOUS EDITION MAY BE USED RECEIPT R SAMPLES PAGE 

'-.. 

OF PAGES 
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Section 704 (c) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 37'4(c)] Is quoted below: 

"If the otficer or employee making any such inspection oi a factory, warehouse. or other establishment has oblainecl any sample in 
the course of the inspection, upon completion of the inspection and prior to teavi11g IM premises he shall give to lhe owner. operator. or 
agent In charge a receipt describing lhe samples obtained.' 

Section 532(b) of The Federal Food, Drug and Cosmetic Act [21 U.S.C. 360 ii (b)l ls quoted ♦n part below: 

'Section 532(b) In carrying out the purposGs of subsection (aJ. the Secretary is authorized to­
(1) .... 
(2) .. ~ 
'3) .... 
~4) procure (by negotiation or otherwise) electronic products for research and testing purposes, and 

dispose of such products• 

21 Code at Federal Regulatlons 1307.02 is quoted below: 

"1307.02 Application of State law and other Federal law. 

sell or otherwise 

Nothing In this chapter shall be construed as authorizing or permitting any person to do any act which such person Is not authon:z:ed or 
permitted to do under other Federal laws or obligations under international treaties, conventions or protocols. or under ihe law of the State 
in which he/she desires lo do such an act nor shall compliance with such be construed as compliance with other Federal or State laws 
unless eY.pressly provided rn such other laws." 

Therefore, in !he event any samples of controlled drugs are collected by FDA representatives in the enforcement of the Federal Food 
Drug, and Cosmetic Act. the FDA representat:ve shall issue a receipt for such samples on FDA Form 484, RECEIPT FOR SAMPLES to 
the owner, operator, or agent in charge of the premises 

Report of analysis will be fumfsfled only where samples meet the requirements of Section 704(d) of the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. 374{d)] which is quoted below: 

"Whenever in Iha course of any such inspection of a factory or other establishment where food is manufactured. processed, or 
packP.d, the officer or employee making the Inspection obtain~ a sample of any such foo(i, and an analysis is made of such sample for the 
purpose of ascertaining whether such food consists in whole or in part of any filthy. putrid. or decomposecj substance, or is otherwise untit 
for toad, a copy of the results of such analysis shall -tie furnish~ promptly to the owner, operator or agent in charge." 

• 

FORM FDA 484 (3/06) BACK 

'-.../ 
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1268589 8/2812024 SAV 
Document 4, page 1 of 8 
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1268589 8/2812024 SAV 
Document 4, page 2 of 8 
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Document 4, page 3 of 8 
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1268589 812812024 SAV 
Document 4, page 4 of 8 
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Document 4, page 5 of 8 
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1268589 812812024 SAV 
Document 4, page 6 of 8 
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1268589 8/2812024 SAV 
Document 4, page 7 of 8 
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1268589 812812024 SAV 
Document 4, page 8 of 8 
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BILL OF LADING Page1 of 

Name: 
Address: _, 

'=--=---~ 
ClylSta/Zip: Dalla$ TX 75223 
SIi»: 

. : Dallas TX 75223 
QDI: 

Name: 
Adena: 

-dlAdlngNuntber:.LI~-=----------'--

FOB: □ 

location#: ___ _ 
CARRmR NAIIIE: {bX4J 
Trailer number: '-----;::=::::::::::::======:::;--__J--

Seal number(s): (b)l4) 

SCAC: 
FOB: □ Pro number. Same a BOL number 

~ FreiglltCllatge Terms: ttnlr,he~_,,,...,,, __ 
-==-- ...... ___ ...,... ________________ ..,.,. ... ..._, 
SPECIAL INSTRUCTIONS: p,.,_s__ Collecl__ ~Part¥--

□ Mlllel'BlldlJldlng:wlllllladllld~ 
BIii of Lading 

CUSTOIEl 0RDER NUlllll!R •Pt<GS Wl!IGHT ADDITl0NALIHIPPB Nl0 

y N 
y N 
y N 

V N 
y N 
y N 
y N 

GRANDTOTAL 

HNIOUIOINT 
QTY TYPE QTY TYPE 

Products 

GRANDTOTAL ____ ......,. _____ ...,_ __ ,,_,.,...,. .. _.,, -------· ,_..,_ ___ ,,,,_...,.. • .......,_IIJN ....... 19 .... -. 

a.eau.s.c.•1 _.,._ ... .,...w..,.,.._,_,.. • .,. ___ ..,__,,..._ -IIIIIIIClliu.MIMl)'flfllll~ ,._.tll!IWI ___ .. _____ ,_...,.,., ___ ,,..,.__ ... _ 
............ dlmga 

StlPPIR SIGNATURE/ DATIi .............. __. ........ ....., ...... ............................... --·---·-'!"'· 
C .,.,._, 
Ce.,Drl.-

c., .... 
Ca,~_,.,__,. 
C DiMn-.. 

1268589 8/28/2024 SA V 
Document 5, page 1 of 2 
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$'NW~ Bill. OF I.JIDINO - SHORT FORM • ClfUGINAL. • ffOT NEGOTIH!LE Ttil& foan CIII\CIIN Ot"1"" lnlom'D'oan MCltlllSY IIDr fwl mov Qlrl• ID deliYer, ra11. and hMlice 1h11 shii>lrtNlt deterbld balow. 

Shi 

(b)(4) 

(b)(4) I!_ I I 
(bK4) 

----..-u..a~ ---.. ............................ -Qi, .... -'"" -...... Sia¥ ~ lliD ....,. 
....... ---~-.... - I ll ,Ct,Q . ,.,,._ __ --·-.. .... -:;:,....s~~ 11\flNdloM: 

CoMlvn- s.,.dal lmtrvdfons.: 

Conunoanb: -Mm<:£ .__.,._U41~•M;¥Ctla<lllt--l.id!a-ll\'b,__., • .,_., __ -n. ...... ____ ""I' __ .,_ .. _~-----._""""'·-..... _"' ____ ,,, __ .... _ 
..., ______ 

,.d....,.■IN"'-d--to,,,, ___ ..__....,.,,__.,_ 
\'Dll_...,.,..._..,_.,.,P'1'_-i.o111,;....,_._'IOD .. __ lf...._,......,_.....,._~ -...- . .,.. __ ;,m,_ .. _,._. ... ,.,..._. _,........,,. ...... """' .... 

~ AORaS ro TMl QRQMUNION'I 1Dlll6 IHJ C,ONt>l1l(),I$, w>Ki1 c:N<1 •-At www ,ma,m,,'l'CIH rllU:OM. 
, ... .._ __ ._ od __ _.,._ ___ - ... ~-- .. -- ... 

_...__Is """"""' :.. c,.,J,.., 
Sl'i!IIMt Slgnatl.Q J<.,_ __________ ~ oat, .J1/1J--Tflllll# _____ _ 
~ SgnahnX Oale: ____ SNIJ _____ _ 

0r1vctSig,\&11n x ____________ Oala: ____ s..1• _____ _ 

~ PQll-olllDa ~"' aHIJP'tf.. 

1268589 8/28/2024 SA V 
Document 5, page 2 of 2 
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AFFIDAVIT I SAMPU: NO. 

Bdo1u1c, Bniot Sia , a emplaye of'tllo Dqai1mcuofHcalthwl HIIIIIID' 
~ Foodwll Draa Admil'i• erien. de • a • J by die Sccn:ay, mdcnlldaity oftbo Act of .-..y 31, 192S, 4l Slidua 
Ill IAp 803; ltonqr,, jz,ej M .,_No.IV, Sea. 12-15, aOeclift.Juac J0.I940; HOl>!p!NtHfina PIM No. 1 of'1953. Sec,. 1-9, 
e&cliYeApil II, 1953; and PJ.. 96-88.k 509, 9.3 Sllnlesat Larp96S(20U.S.C. 3508) cCJ"oeliTc May4, 19'». toadminitw 
or lab oa1bs. affitmariom,. aad aft"adavirs_ ~lly appeared llffid E. Cillllay ia 
lhccam1yand.-.ror.ld, wbo.bei118dlllyNOm.dcpoa•ays-

~----------------
(, David E. Gabbay, am the Manager ~11•1 laad 
Jopcn LL~ doing business as A 1 Wholcsalc, a distn1Jutor or vsious kratola products including O.P.M. 
S Black Liquid Kratom. Al Wbolcsaleconlnlcts space Crom! - land f«tbd ... Ito fulfiJI their 
order reccptjon_ holdinp and shipment of products. Thcl .... lis localed atl - I 
I ~x•• ( Al Wholesale bas offices located at 3200 Broadway~ Suilc 530, 
Garland, TX 7S043. These ofl"'accs do not store any products. 

My daily job tasks include! managing contracts wilh CUS10Dlers and vendors. I have the ability to bandJc 
orders and product ordering. From approximately 2013 lO 2016, I would contact Mr. Mark Reilly, of 
Martian Sales. located in Gcoqia. directly via a pbooc call lo place orders for O.P.M.S. products. From 
opproxi,nolaly 2016 onwud, 0.P.M.S.~ .. -i::-:r.: to Al Wbolesalo wi- duo 
ncccl of me placing ;:c· I on1v have~ n:port, ::.. an on-site Al Wholcsalc and 
I .. , I Manager al lhe =. .. , ~ location. I n:pon d the open. LLC trust I have an 
unlintitcd budget aulhority to make cbangcs to A I Wholes~ and I have the duty and power to detect, 
prcvcnt and corn:ct food safety violations. 

Al Wholcsalcnx:civcs oidcrs ofO.P.M.S. Black Liquid Kratom from Nuza, LLC. On 08/28/2024, l 
provided CSO Shea Bill of Ladin-i .,,", ~ sbippc,d from Nu.za. LLC, located at 3075 Chastain 
Meadows Pkwy, Marietta, OA 30066, on OCJ/07/2023. for O.P .M.S. Black Liquid Kratom lot CJ 
The Jot 1W1Dbcr-and ~ of products included an: not lish:d on our incoming Bills of Lading 
(BOL). Then, is ~tracking system for Al Wholesale that docwncnts what lot nmnbcrs of O.P. 
M.S. Black Liquid Kratom are .received., stored, and shipped from ~ ~- ltocation. I have to 
contact N117.a, LLC in order to oblain incoming BOLs. Tbc incoming BOLs I providcdl~bca 
wc:rc provided to me by Nuza, LLC. Noza. LLC confirmed to me dw Bill of Ladiag# ... , 
shipped from Nm.a, LLC on OCJ/07/2023, is for the O.P.M.S. Black Liquid Kratom lot - The O.P. 
M.S. Black Liquid KralOm product is received in finished product form and Al WbolcsaJc, docs not 
manipulate lhc product further. 

On 08/29/2024. I provided CSO Shea BO=L=#-'----11 --=.,,.,________jl=sb=-"inamc.oe:,:-from the Al Wholesale I ... , I 
location on I Oil 8/2023 to a customer in I .,._, l Theo • BOL 1 -·_.:..:_..:to CSO 

- OVNOV,IUKI:,..,,., 1111,C 

Jopaa U.Cd.b..aAI Wliolaalc~I ---'--'·'"="""'='-----~l 

Sablaibed aactswora ao bd'oft me ■t_Dllll_u._nc ____ _..__....,,,..,,==---------'· 
it,o,-' .ii.ii.) 

dds 29 dayor_Ausmr _____ __,,. 20_24_. 

tliii,ili;w';, lj,ijiiw.) 

F.mplc,yec oC ... l>cpanml aflblllia 8-Servicoclealpa&od -scr Act oC Jwury 31, l.92S. Reo,eeeizec·• Plaa IV dr~-e 
Jane 30, 1940; lleGrpnizadolt ,- No. I o(l9'3. dfoctiv. April 11, 19'3~and PJ. 96411,. .a.ctiw May4,, lffO. 

FORM FDA 4ISa (1117) 
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AFFIDAVIT 8""FLEN0. 

BcCon, me,. BRJOk Shea 111 ~o(lbc DcpnncmofH.itlaaad lfumm 
Scmc:cs, Fooclml Drua~daipllellbythoScc:rdmy, WM1crlllltborityof1bch:tof~ .31. 1925,4.3Slablla 
a& Laq,c ~ Hcc,.p.lizalioo 1'1111 No. JV, Sccs.12-15. efl'odi\" June 30. 1940; Rm.p ·•w•i-111 Pia No. I of 19.Sl. Sa:s. 1-9. 
eOedms Apil 11, J95.1; and P.L 9'-8&, Sec. S09. 9.3 Sllrulcaal l...lfllD 96S (20 U.S.C. 3'°8)~ May 4, 19». i,. ednnini,n 
or lab oalbs, aflirmlliom. aad amdavi11,. PfflOllllly appe.ed i-id E. Gabbay in 
tboc:ountyaadmtcabalid,wllo.beu,gchlyswora,dep,asandD)'IC 

Shea was a Al Wholesale shipping document I contacted Nuza, LLC confinned to me that Bill of 
Lacling#I -"" ~ is for the O.P.M.S. Black Liquid Kratom lot~ No amount or description of 
O.P.M.S. Blacl Liquid Kratom is on tho BOL. 

Al Wholesale receives orders for pJOducts. such as O.P.M.S. Black Liquid ~ from onlers that an 
placed over tho phone with Partynuts.com. To onlcr from Part)'lluts.com a cuslomer is to be veUcd lint, 
IO""""" dM,y .. a busmcss. This is cloac in a•, of~ including vailying""' !D's, lho 
business' locali.oos, etc. These sales uc maugcd by - a contraclcd lhild paty ordering system. 
A 1 Wholesale's orderin1 software is then updalcd by -· Wdh lhc order clclails. The orders are lhen 
passed to I -"'' I for their employees to pack and ship orders. Orders arc packed and 
shipped with A I Wholesale documcnlltion. Orders are shipped via wholesale using third party trailers 
to customers. 

The cum:nt balcb of O.P .M.S. Black Liquid Kratom in inventory at th~ ~·• !location is lot# 
2194. Shipmcnls offhc O.P.M.S Black Liquid ICralom come in scaled cartons ofl .... I bottles. 
This lot. 2194, wbco opc,ncd, contained individual O.P.M.S. bottles coof nillj die lot number□ 
wilh black ink on the bottom of the, bottles. This lot. 2194, containing lo -~ 
manufactured by Nuza, LLC. On 08/21/2024, I provided CSO Shea Bill of Lading#~ The 
BOL states that both the ship from and ship to addn,ss as lhc I ~~·• !location. Nua. LLC began 
utilizing blind BOLs in 2023. that no longer state their name as the shipper. Nu:r.a, LLC conf'mncd to 
me that Bill of Ladingi I . .,, l shipped from Nua. LLC, is for the O.P .M.S. Black Liquid Krlllom 
lot #2194. No date and amount is lislcd on the BOL. 

On 08/29/2024-, l provided CSO Shea BOLi -1,,, shipped from[ "'" llocation on 
08/13/2024 to a customer in ,.x,, The outgoing BOL I provided to CSO Shea was a 
I - lsrunina document pro to e. I contacted ~LC confirmed to me that Bill 
or Ladi·~ I is for the O.P .M.S. Black Liquid Kratom lot t.:____rNo mnount or dcsc:ription of 
O.P.M.S. Black Liquid Kntom is on the BOL :II-219~ t! -,,.,n 

The label for the scaled ca1on of O.P.M.S. Black Liquid K1'IIOm is in part. "•••o.P.M.S. BLACK 

,r,am 
,--------------, 

.Jopm UC cl.b.a A 1 Wbcllcsalc ,.. ~--~----~ 

s.blaibed IIDdswora to before a. 111_Dllla. __ TX ______ ~~=r----------J 
it'h,.J.Li.J 

dais 29 day of_A_u_aust ____ _.J20 24 . 

{liliiijijiijw'•.\1jiia&HJ 

Emplo)a ortho Dq,.tmmtol llaltb ad llrmm Scniccs clrwip...., wmdcr Ad ol Janay 31, 1925. Lt=.pe ··••• Pim IV c8"eclivc 
Jme 30. IM>;~ Piao No. I of 19'3. dlcctive April 11, 1953; ..a P J. 96-11. d!'cclm: May 4, 19IO. 

FORMFDA413a (M7) _....,cia•-a Paga 2of4 
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AFFIDAVIT 8AIFU:NO. 

Tea, 

Babs me, Broolt Shea . • cmploya, oftbc Dqaw ofllmldi sad Jt-
Scmca,, Foocl..S DnlaAclrniniS'!!CioL .,...,_., by 6cs...y. mdcrdlorityoldmAdol.Jmy 31, 1925.43 SIIWs 
llll.apllll;Ro'CJI► ,.,..l:1mNo.lV.Socs. l2-IS,effcc:tiwJ-30, 1940;Rearg '•~PlmNo. I ofl9S3,Socs. 1-9, 
cft'ec:lm, Apil 11, 1953; ad P.l.. ~ Sec. 509, 93 Slllllll!slll Larp 965 (20U.S.C. 3D) dl"ocaivc May4, 1980: IO wkninisk:r 
or lab oadJs. allinnalions. and aff'JdaYi11, p:namJJy appeand Dlricl E. Oei,bay in 
theClllUlll)'aad.WCiafon=-id. who.lal8dalyt\Wlrn. depoialindll)'s: 

LIQUID••• WARNING: Do oot use product befon, n:ading produc:t inserts, labels. warnings, 
dircctioll'7 disclaimers, and agreeing to the tcmas & conditions, and notices. Vi.at www.OPMSKratom. 
com for all updates iodluc:ing full disclaimer, and Lcrms & conditions♦•• Usage size: l/2 bottle - 4.4 ml, 
Usage per boUlc: 2••• Mitragyna Spcciosa (Kntom)- per 4.4ml per bottle••• Leaf extract total 
content: <108 mg~ 216 ms••• Mitragyninc: 9il mg Sl3S mg•" 7-HydroxymitralJ,ninge: ~ I mg~ 
1 ma••• Other Alkaloids: ~o mg ~ mg••• Other lngredimts: wa1cr. ethyl alcohol,. propylene 
glyco~ corn syrup, natural and artifical stabilmtion. agents41•• Distributed By: Choice 0,.aa.ics 
(213)-221-804~•• lnCo@OPMSKratom.com 3680 Walshirc Blvd. Ste P04-1111 Los Angcle5y CA 
90010••• LOT- 2194• .. ". UPC: 64337S878n7 ". 

The individual bottle labels arc stored in can:lboaRl containers, their label in part, "• .. O.P .M.S. 
BLACK LIQUID KRATOM EXTRACT 8.lml• .. WARNINO: Do not use product before nsading 
produc:t insert. labels, waniags, directions. disclaimcn, and agn:cing to tams & conditions, and 
notices. Visit www.OPMSKratom.com for all updalcs including full disc:laimcr, and tarms & 
conditions.••• Distributed By. Choice Organics (213)-221-8049 lnfo@OPMSKralom.eom 2680 
Wilshire Blvd. Suite P04-l 11, Los Anaclc:s, CA 90010'"••. 2144••••. UPC: 650075995130 

The individual bottles, out of tho cardboud cootainets, their 1abc1 in. part, "• .. O.P .M.S. BLACK 
LIQUID KRATOM EXTRACT• .. 8.Smt• .. Waming: Do not use product before reading product 
insert. labels. warnings. clircctions, disclaimers. md agreeing to terms & conditions, and notices. VJSit 
www.OPMSKnaom.com for all updates including full disclaimer, and terms & conditions. 
·~•". 

I explained that Choice 9rJmics. m cited m the distributor 011 lhc individual bottle., of O.P .M.S Black 
Liquid .Kratom, toe=] from scaled carton lot 2194, is a compmty that I helped create. I created the 
phone number and the email address associated with Choice Organics, per a request by Martian Salos. 
Once the phone number aid email address was created, this infmmatioo wm provided back to Martian 
Sales. 1 am no longer involved wilh Choice Organics 

On 08fl8n024, I contacted Mr. Mark Reilly, of Martian Sales, regarding lhc clifT~t lot numbers per 

Jopca I.LC d.b.a Al Wholesale ""'' ~-------~ 

Sahlcribed ud nron to bdore me at Dalla. TX ---------1c--,,.,,------~----------' 
tlals 29 day or_A_U8Ull _____ _, 20~. 

En:q,1oycc of'tbc Ocpa1mcmlontaldund H-Scmc-dcsipt'!«ol...scrAa ol'1-y31, tm, Rw.1 'tid»a Pim IV .0-ecliw 
1- 30, 1940; ~ Plim No. I or195J. drccliw A,,ril II, 1,'3: and P.I. 96-81. c.lfccliw May 4. 19110. 

3of4 
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AFFIDAVIT SMFLENO. 

Dcfinme. DniokSbce mcmfllo)wotdil:~.,fllcaldludU.. 
Scmccs,, Foodand DrvaAGaioislllliw. dc:aa,_.. 1,y lho Sccnay, 1a1cr mborityoCllla AIAoCJmwy 31, um. 43 S1a1u1cs 
•Larscl03: 1CePcp,i:ncionlllan No. IV, Sccs. l~IS,d:Tcdi\-.i.hmclO, 1940; M,co.pa.i7Jllioo1'1aaNo. l oC19SJ,Sccs.1-9. 
ctroc:1ift Apal II. 1953; and PJ.. 96-88. Sec. SQIJ, 93 s--.a Lap 96S (20U.S.C. lSOl)dTottive May4, 1911); ID_, • ,;..,. 

or lalcc c,adis, affirmations. ud atradavits. penc,aall)' appeared David E. Gabla)' ia 
lliecaal)'llllllllllll:aloraaid,~t,einaduly~dep,,csMdays: 

a scaled container and lhc boUlcs it holds. Mr. Reilly explained to me that ho is aware of the two 
different lot num~ and that Matian Sales has Ibo ability to lrlCC bolh a carton and boUlc. 

I believe lh8! ~atclyOor all incoming products are obtained from out of Texas and 
approximatcl>'L::_Jof all products SC shipped outside of Texas. 

~ tl JI,; a,i-l (t]vs-<.d 

VftJ" ~ d.recJicn-, oC 
~!f,' ~ ~ d,c.f,Md to 

V("" /J.tt { Hp O' h 1.) 

'6-~~ ,so 
a Vf 1,"t /zo2'i 

Jop:a U.Ccl.b.aAI Wholaalc~---'"'•----~ 

Sabrcribed ud IWOl"D to bdcn me a1 Dallas. TX ·---------,,ic'""'-o,""'-1,...,..si.-,..,..,..~ _______ __, 
~ 29 dayor_A_ua_usa ____ ___.20 24. 

F.mployn of'IIN Dlpalmmt ofHallll ml 811111111 dcslpaled _...Ado/ l-.y 31, 1925, llcorpllizalion Plan IV cll'&'liw 
Jane 30, I~ Rcarpualim Pim No. l of 1953. dl"cdivc Api1 11, lffl; and P.L. 96411. dl'edm: May -4. 191Q. 
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Flag 

Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268590 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

Flag Remarks 

Episode Number Origin 
Domestic 

Basis 
Compliance 

Sample Type 
Official 

FIS SmplNum 
24339904 

Status 
Completed 

FEI Date Collected 
3032150939 08/28/2024 
Compliance Num Country of Origin 

United States 

Product Code 
54KCE12 

Responsible Firm 
Manufacturer 

PAC Hours 
21008 9 

Related Smpl Num Position Class 
INV 

Sampling Organization NDC Number 
HAFW3 

Permit Number Storage Rqrmnt. 
Ambient 

Dealer is Consumer Crx/DEA Schedule Recall Num 
No 

Consumer Comp). Num Brand Name 
O.P.M.S. 

Product Descri1>tion 
Liquid kratorn extract packaged in (See "Remarks") 

Product Label 
See continuation. 

Reason for Collection MFG Codes 
Collected per Compliance/For-cause sample collection of kratorn "2194" 
product during establishment inspection on 8/27-29/2024 under 
assig1m1etID: 12383921 and Op ID: 12449807 to be analyzed for 
quantitation of 7-OH Mitragynine and Mitragynine. 

Firm Legal Name Address 
Jopen LLC, db.a Al Wholesale 4949 Beeman Ave Dallas, TX 75223-3012 

us 
Choice Organics 3680 Wilshire Blvd Ste P04-1084 Los 

Angeles, CA 90010-2709 US 

I (b)(4) 

Nuza,LLC 3075 Chastain Meadows Pkwy Marietta, GA 
30066-3354 us 

Type of Firm 
Dealer 

Shipper 

Shipper 

Manufacturer 

Size of Lot Est. Value Rcpt Type 
FDA484 

Carrier Name 

I ... , I ofliquid kratom ~----~ $ ~I-··"-'-~ extract 

Description of Samc=J~ll=e ___ ~ 

Sample consists o~ ~~•• [of liquid kratom extract. 

Method of Collection 
See continuation. 

How Prepared 
See continuation. 

Collector's Identification on Seal 

I 

Expiration Date 
No Exp Date 

Firm FEI FCE 
3011941572 

3027395753 

,., .. , 

3032150939 

Date Shipped 

Collector's Identification on Package and/or Label 
"1268590 8/28/2024 SAV" "1268590 9/3/2024 Sara A. Valenzuela, Investigator" 

Sample Delivered To 
UPS Store ,.,. nex1 

~----------------~ 
day air, (See "Remarks") 

Date: 09/05/2024 Page: 1 of 4 

Date Delivered 
09/03/2024 

Lab w/Split Sample 
0 

Orig C/R & Records To 
HAFE3 

Lab 
DENLHAF 
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Document Number 
1 

2 
3 
4 

5 
6 

Remarks 
See continuation. 

Payment Amount 
$0.00 

Name of Sii?ner 
Sara A Valenzuela 
Sara A Valenzuela 
Sara A Valenzuela 
Sara A Valenzuela 

Date: 09/05/2024 

Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268590 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

Document Date 
09/03/2024 

Document Type 
Other 

Document Remarks 
Assignment sheet for assign ID: 12383921 and Op ID: 
12449807 (2 pages) 

08/27/2024 
08/29/2024 
08/28/2024 

08/13/2024 
08/29/2024 

Payment Method 
No Charge 

Other 
Other 
Other 

Bill of Lading 
Affidavit 

FDA 482 - Notice of Inspection (3 pages) 
FDA 484 - Receipt for Samples (2 pages) 
Photos of product case labeling and FD A 484 -
Receipt for Samples (8 pages) 
BOL for outgoing kratom product (2 pages) 
FDA 463a -Affidavit (4 pages) 

704(d) Sam1>le 
No 

702(b) Portion Collector's Name 
Yes Sara A Valenzuela 

Date & Time of Signature 
09/05/2024 12:56 PM ET 
09/05/2024 12:31 PM ET 
09/05/2024 12:30 PM ET 
09/05/2024 11 :50 AM ET 

Page: 2 of 4 

Meaning 
Collector 
Collector 
Collector 
Collector 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268590 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

Continuation: 

Product Label 
Front of case label reads in part "***O.P.M.S. BLACK LIQUID***". 

Back of case label reads in part "***LOT- 2194". 

Top of case label reads in part "***O.P.M.S. Distributed By: Choice Organics (213)-221-8049***Info@OPMSKratom.com 
3680 Wilshire Blvd. Suite P04-l ll, Los Angeles, CA 90010". 

UPC on back of case: 643375878777 

Bottom of case label reads in part "***O.P.M.S. KRATOM EX1RACT". 

Method of Collection 
On 8/28/2024, during establishement inspection of Jopen, LLC d.b.a. Al Wholesale, located at~-~-~•=""-~---~ 
c:;::::=:J I collected I case, lot #2194, containing I ,... I each of O.P.M.S. brand Black Liquid Katom 
fa.1rc1ct. The case was enclosed in clear, plastic wrap; I left the case packaging intact for sample collection., preparation, and 
shipment. The sample contains the 702(b) portion. 

During the inspection., Mr. David E. Gabbay, Manager, opened one of the cases from the same lot (2194) and one of the 
individual bottles CSO Shea and I examined and collected had an inkjet oLJ printed on the bottom of the bottle. Mr. 
Gabbay was unaware if this was a separate lot nwnber. 

To ensure the uniformity of the same lot code, the sample collection focused on the outer packaging lot code, however, once the 
packaging is opened, it cannot be guaranteed that the bottle lot code will match the outer packaging lot code. The firm could not 
explain this discrepancy as they are not the manufacturer. Mr. Gabbay provided the names of two different firms as 
manufacturers, Martian Sales, Inc. (no location provided or located) and Nuza, LLC, located at 3075 Chastain Meadows Pkwy, 
Marietta, GA 30066. 

A bill of ladin BOL was collected for an outbound sbi ment of O.P.M.S. Black Li uid Kratom Extract by CSO Brook Shea. 
The BOL, identifies ... , as the shipper, ship date of 
8/13/2024, shipped to ,.,., located at "'"' There is no 
infonnation contained within t e BOL identifying the product, lot number, or amount. CSO Shea obtained an affidavit with 
infonnation linking the BOL with the product, which Mr. Gabbay (the affiant) refused to sign on advice from council. 

I transferred the sample via secure POV to my personal residence and stored it in a secure, locked room. On 8/29/2024, I 
transferred the sample via secure POV back to the finn in order to get clearer photographs of the case labeling. I transferred the 
sample back to my personal residence via secure POV and stored in a secure, locked room until I could prepare and ship the 
sample. At the close of the inspection on 8/29/2024, I issued a FDA 484 - Receipt for Samples to Mr. Gabbay, who provided the 
sample at no cost. 

How Preoared 
The sample was collected on 8/28/2024; however, I did not prepare or ship it until 9/3/2024. I was advised by DENLHAF that 
shipping after the Labor Day holiday would be ideal. The sample was held at my personal residence in a secure, locked room 
until preparation and shipment. 

On 9/3/2024, I prepared the sample by placing a white, adhesive label bearing "1268590 8/28/2024 SAY" to the top, right of the 
product case. I then placed the sample inside of a large, unused whirl-pak bag, rolled the top of the bag down, and folded the 

Date: 09/05/2024 Page: 3 of 4 
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Continuation: 

Food and Drug Administration Office of Regulatory Affairs 
Collection Report 

For Sample Number: 1268590 

This is an accurate reproduction of the original electronic record as of 09/05/2024 

wire tabs over to secure. I placed an offical seal, dated 9/3/2024 over the rolled portion of the whirl-pak bag and then I taped a 
completed FDA 525 over the seal using clear, plastic tape. 

I lined the bottom of a cardboard box with bubble wrap, wrapped the sealed sample in bubble wrap and then placed it in the 
cardboard box. The sample was placed in the same box as sample #1268589. I placed more bubble wrap around and on top of 
the sample and then sealed the cardboard box using clear, packing tape. I applied clear, packing tape along all edges of the box 
and then affixed a UPS shipping label to the top of the box. 

I transprorted the sample via secure POV to UPS Store~-----------------~ and shipped it 
utilizing next day air to DENLHAF to be analyzed for quantitation of7 - OH mitragyuine and mitragynine. The sample was 
collected, prepared, and shipped in conjunction with sample #1268589. I maintained chain of custody of the sample at all times. 

Remarks 
Lab is aware of additional analysis requested per the discussion with Chad Whitwell, HAFW3 CO and Kim Dutzek OC/DE CO. 

The 702(b) portion is included in the sample. 

I took a photo, of the original FDA 484 - Receipt for Samples due to the quality of the copy. Refer to document number 4. 

The officially sealed original copy and unsealed working copy discs containing the photographs taken during the sample 
collection and inspection are filed with the unlabeled exhibits and attachments collected for the establishment inspection 
conducted 8/27-29/2024. 

The sample was collected on 8/28/2024; however, due to the holiday weekend and on advice from DENLHAF, the sample was 
prepared and shipped on 9/3/2024 

"Product Description" (continued): clear bottles with black, white, and green plastic wrap label and screw-on lid. Text on 
product bottle label in white, black, and green. 

"Sample Delivered To" (continued): trackin~ 
~-------~ 

Date: 09/05/2024 Page: 4 of 4 
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Field Accomplishment And Compliance Tracking System (FACTS) 

Assignment Sheet for: Sara A. Valenzuela 

Assignment ID: 12383921 

Type of Operation: Domestic Sample Collection 

Target Completion Date: 09/30/2024 

Operation ID: 12449807 

Compliance Number: 

Requester Priority: High 

Scheduled Completion Date: Organization Priority: 

Subiect: Compliance/For-cause sample collection of kratom product 

Background Information: 

Requester's Remarks: 

Work Remarks: 

Investigator's Remarks: 

Estimated Cost: 

PAC(s): 21008 DIET ARY SUPPLEMENT SAMPLE COLLECTION AND ANALYSIS 

Product: 

Firm(s): 

Consumer Com1>Iaints With Disposition 
of 'Surveillance Information for next EI': 

Requesting Organization: HAFW3 

Phone: (214)253-5210 

Accomplishin2: Or2:anization: HAFW3 

Assignor: 

Send sam1>Ies to: 

Assignment POC Name: Kristin N. Longfellow 

Fax: 

Performing Organization: HAFW3-GRP5 

Other Assignee(s) on the Assignment within (HAFW3 ): 

There are no other Assignees. 

Date: 09/03/2024 
Page I of 2 
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Field Accomplishment And Compliance Tracking System (FACTS) 
Assignment Sheet for: Sara A. Valenzuela 

District Use: 

Firm POC Name: 

There are no Points Of Contact 

Est Ty))e Industry Code 

There are no Establishment Types There are no Industry Codes 

Registration Ty1>e Registration Date 

Proftle Class Last Covered Date Last Final Recommendation 
There are no Profile Classes There is no Last Covered Date 

Date: 09/03/2024 
Page 2 of 2 
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1. DISTRICT OFFICE ADDRESS & PHONE NO. 
J/ frl,- ~~ I 

DEPARTMENT OF HEALTH ANO HUMAN SERVICES .s ,, ... / 4.) 

FOOD ANO DRUG ADMINISTRATION I) 4 -, / I<" .. 
I f) , r .,~ 

2. NAME ANDl:TITLE OF INOMOUAL 
I I ;. I ~ 

' 
?1 . .,.. ... '.,,(../ 

3.0ATE7 O· 1/,.,t.., 
4.FIRMNAME 

J\ \_ LL~ ""'\, ,\, .. - ! I; I . . I ...... 
a.m. 

TO 
6. NUMBER ANO STREET 

I I c-11 I /1, ~ '° A• p.m. 

7. CITY AND STATE & ZIP CODE 8. PHONE NO. &AREA CODE 

.... I # 7 ; 
) 7 , ,} I 

.. .., I , I • , 

Notice of Inspection Is hereby given pursuant to Sedion 704(a)(1) of fho Federal Food, Drug, and Cosmetics Act [21 
U.S.C. 374(a))1 and/or Part F or G, Title Ill of the Public Health Service Act [42 U.S.C. 262-264]2 

As a small business that Is subject to FDA regulation, you have the right to seek assistance from the U.S. SmaD Business 
Admlnlstrallon (SBA). This assls1ance Includes a mechanism to address the enforcement actions of Federal agencies. SBA has a 
Nallonal Ombudsman's Office thal receives comments from small businesses about Federal agency enforcement actions. If you 
wish to convnent on the enforcement actions or FDA. CALL (888) 734-3247. The W8bslta address is www.sba.gov/ombudsman. 

FDA has an Office of the Ombudsman that can directly assist small bumess with complaints or disputes about actions of the FDA. 
Thal office can be reached by calling (301) 796-8530 or by emaD at ombuds@oc.fda.gov. 

For Industry information, go to www.fda.gov/ocl'll'ldustty. 

9. SIGNATURE(S) {Food and Onl/1 Administration Employee(s)) 

-..--
__;, .. 

, 

" ' ' ' 

1 Applicable portions of Section 704 and other Sections of the 
Federal Food. Drug. and Cosmetic Act (21 U.S.C. 374) are quoted 
below: 

Sec. 704(aX1) For purposes of enforcement of thls Act. officers 
or employees duly designated by the Secretary. upon presenting 
appropriate credentials and a written notice to the owner. 
operator, or agent in chargo, ere authorized (A) to enter, at 
reasonable times. any factory, warehouse, or establishment In 
which food, drugs, devices, tobacco products, °' cosmetics are 
manufactured, processed, packed, or held, for introduction into 
lntorstato c::ommorco or aftor such Introduction, or to enter any 
vehlde being used to transport or hold such food. ~. dovices, 
tobacc:o products. or cosmetics In Interstate commerce; and (B) 
to Inspect. at reasonable limes and within reasonable llmlts and 
in a reasonable manner, such factocy, warehouse, establishment, 
or vehicle and all pertinent equipment, finished and unfinished 
materials, containers, and labeling therein. In tho case of any 
person (exclucing fMnS and rescaurants) who manufactures, 
processes, packS, transports. distributes, holds, or Imports roods, 
the inspection shall extend to an records and other Information 

FORM FOA482 (9/11) PREVIOUS EDITION IS OBSOLETE 

1Q. TYPE OR PRINT NAME($) AND TITLE(S) {FDA Employ-.(a)) - hcc:. 0 
_,JC I:) 

' ,, /2 J J., r\--t .. ( \ ) 

described rn section 414. when the standard for records-inspection 
under paragraph {1) or (2) of section 414(a) applies, stJbjed to the 
!Imitations established In section 414(d). In the case of any factory, 
warahouse, establishment. or consulting laboratory In which 
prescription drugs. nonpresatptlon drugs Intended for human 
use, restricted devices, or tobacco products are manufactured, 
processed, packed. or held, inspedlon shall extend to all things 
theteln (including records. files, papers, p,ocesses, controls, and 
facllitles) bearing on whether pre,cription drugs, nonprescription 
drugs intended for human use, rastrided devices. or tobacco 
products which are adulterated or misbranded within the meaning 
of this Ad. or which may not be manufactured, introduced into 
Interstate commerce, or sold, or olleted for sale by reason or 
any provision or this Ad. have been or are being manufactured, 
processed, packed. transported, or held in any such place, or 
otherwise boaring on violation of this Act. No inspodlon authorized 
by the preceding sentence or by paragraph (3) shall extend to 
financial data, sales data other than shipment data, pricing data, 
personnol data (othor than data as to qualifications of technical 
and professional personnel performing functions subject to this 

Page 1 of3 

(Conlinued on Reverse) 

NOTICE OF INSPECTION 
l:l' 
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Act). and research d.ll8 (other than data relating to now drugs. 
antibiollc drugs, devices, and tobacco products and subject 
to reporting .lnd Inspection under regulotions lawfully issued 
pursuant to section 505 (i) or {k), section 519. section 520(9), or 
chapter IX and data relating to othor drugs. devices, or tobacco 
products. which in the case or a new drug would be subject to 
roporting or inspection undor lawful regulatfons issued pursuant 
to section 5050)). A separate notice shall be given for each such 
Inspection, but a notice shall not be required for oach entry made 
during the period covered by the inspection. Each such Inspection 
shall be commenced and comploted with reasonable promptness. 

Sec. 704. (a)(2) The provisions of tho third sentence or 
paragraph (1) shall not apply to (A) pharmacles which maintain 
establishments In conformance with any applicable local laws 
rogulating the practice of pharmacy and medicine and which are 
regularly engaged in dispensing prescription drugs or devices, 
upon prescriptions or practillonors licensed t.o administer such 
drugs or devices to patients under the care of such practitioners 
in tho course of their professional prac:tico, and which do not. 
either through a subsidiary or otherwise, manufacture, propare, 
propagate, compound, or process drugs or devices for sale 
other than In the regular course of thefr business of dispensing 
or selling drugs or devices at retail; (B) practitioners ncensed by 
law to prescribe or administer drugs, or prescribe or use dovfces, 
as the case may be, and who manufacture, prepare. propagate, 
compound, or process drugs, or manufacture or pmcess devices 
solely for use ln tho C0UIS8 or their professional practice; (C) 
persons who manufacture. preparo, propagate. compound. or 
process drugs, or manufacturo or process devices solely for use 
in research, teaching, or chemical analysis and not for sale; (0) 
such other classes of persons as the Secretary may by regulation 
exempt from the application or this section upon a finding that 
inspection as applied to such dasses of person$ in ac::cordance 
with lhls section is not necessary for the protection or the public 
health. 

Sec. 704. (a)(3) An officer or employee making an inspection 
under paragraph (1) for pu,poses of enforcing the requirements 
of section 412 applicable to infant formulas shall bo permitted, at 
an reasonable times, to have accoss to and to copy and verify any 
rocords (A) bearing on whether the infant formula manufactured 
or held in the facility inspected meets tho requirements or section 
412, or (B) required to be maintained under section 412. 

Sec. 704{b) Upon completion of any such Inspection of a factory, 
warehouse, consulting laboratory. or other establishment. and 
prior to leaving the premises. tho officer or employee making the 
inspection shall give to tho owner, operator, or agent in charge a 
report In writing setting forth any conditions or practices obsetved 
by him which, in his judgment, indicate that any food, drug, device, 
tobacco product. or cosmetic In such establishment (1) consists in 
whole or in part of any filthy, putrid, or decomposed substance, or 
(2) has been prepared. packed, or held under insanltaty conditions 
whereby it may tuJvo bocome contaminated with filth, or whereby 
It may have been rendered injurious to health. A copy of such 
report shall be sent promptly to lho Secretary. 

Sec. 704. (c) If the officer or employee making any such inspedlon 
of a factory. warehouse, or other establlshment has obtained 
any sample in the course of the Inspection, upon completion of 
the inspection and prior to leaving the promises he shaD give to 
the owner, operator, 0t agent In charge a receipt describing the 
samples obtained. 

FORM FDA 482 (9/11) PREVIOUS EDITION IS OBSOLETE 

Sec. 704. (d) Whenovor in tho course or any such inspection of 
a factory or other establishment where food as manufactured, 
processed, or packed, the officer or employee making the 
inspection obtelns a sample or any such food. and an analysis 
is mado of such sample for the purposo of ascertaining whether 
such food consists in whole or In part of any filthy, putrid, or 
decomposed substance, or Is othelWfse unrit for food, a copy of 
the results or such analysis shall be rumishcd promptly to the 
owner. operator, or agont in charge. 

Sec. 704(e) Every person required under section 519 or 520(g) 
to maintain records and every person who is In charge or custody 
or such records shall. upon request of an officer or employee 
designated by lhe Seetotary. permit such officer or omployce at 
all reasonablo limes to have access to and lo copy and verify, 
such records. 

Section 704 (f)(1) An accredited person described In paragraph 
(3) shall maintain records documenting the training qualifications 
or the person and tho employees of the person, tho procedures 
used by the person for handling confidential information, the 
componsation arrangements made by the person, and the 
procoduros used by the person to identify and avoid confticts of 
interest Upon the request of an officer or employco dosignated 
by the Secretary, tho porson shall permit lhe officer or employee, 
at all reasonable times. to have accoss to, to copy, and to verify, 
the records. 

Soctlon 512 (1)(1) In the case or any new animal drug for which 
an approval of an application filed pursuant to subsection (b) Is 
In effect, the applicant shall establish and maintain such records, 
and make such reports to lhe Socrotary, of data relating to 
experience. indudlng experionce with uses authori%ed under 
subsoctlon (a)(4XA), and other data or Information, rocolvod or 
othe,wlse obtained by such applicant with respect to such drug, 
or with respect to animal foeds bearing or containing such drug, 
as the Secretary may by general regulation, or by order with 
respect to such application. prescribo on the basis or a finding 
that such records and reports are necessary in order to enable the 
Secretary to determine, or facilitate a detennination, whether there 
Is or may be ground for Invoking subsection (o) or subsectlon (m) 
(4) of this section. Such ~ulalion or order shaU provide, where 
the Secretary deems It to be appropriate, for lhe examination, 
upon request, by the persons lo whom such regulation or order Is 
appllcable. of stmlar Information received or otherwise obtained 
by the Secretary. 

(2) Evo,y person required undor this subsection to maintain 
records, and every person In chargo or custody thereof, shall, upon 
request of an officer or employee designated by the Secretary. 
permit such officer or employee at all reasonable limos to have 
access to and copy and verify such records. 

1 Applicable HCtions of Parts F and G of Title IU Public Health 
Service Act [42 U.S.C. 262·284) are quoted below: 

Part F - Licensing - Blotoglcal Products and Cllnlcal 
Laboralories and• • • • • • 

Sec. 351(c) •Any officer, agont, or employee of'the Department of 
Health and Human Services, authoriZed by the Secn,te,y for the 
purpose•, may during all reasonable hours ontor and Inspect any 
estabfishmont for the propagation or manufadure and pntparation 

(Continued on Page 3) 
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of any virus, scrum, toxin, antitoxin, vaccine. blood, blood 
component or derivative, allergenic product. or other product 
aforesaid for sale, barter, or exchange In the District of Columbia, 
or to be sent, carried, or brought fmm any State or possession into 
any other State or possession or Into any foreign country. or from 
any foreign country into any Stale or possession: 

Part F - • • • • • ·eontrol or Radiation. 

Sec. 360 A (a) ·ir the Secretary finds for good cause thal the 
mothods, lesls, or programs related to electronic produd radiation 
safety in a particular factory. warehouse, or establishment in 
which electronic products are manufactured or held, may not be 
adequate or re&able, offtC8fS or employees duly deslgnalod by the 
Secretary, upon presenting appropriate credentials and a written 
notice to the owner, operator, or agent In charge, are thereafter 
authorized (1) to enter, at reasonable times any area in such 
factory. warehouse, or establishment In which the manufacturer's 
tests (or testing programs) n,qum,d by soctlon 358(h) aro carried 
out, and (2) lo Inspect. at reasonable times and within reasonable 
limits and in a reasonable maMer, the facilities and procedures 
within such a,ea which are ,elated to eledtonlc product radiation 
safety. Each such inspection shall be commenced and completed 
with reasonable promptness. In addition to other grounds upon 
which good cause may bo found for purposes of this subscdion, 
good cause wm be conskfered to exist In any case where the 
manufacturer has introduced Into commerce any electronic product 
Which does not comply with an applicable standard prescribed 
under this subpart and with respect to which no exemption from 
the notification requirements has been granted by the Secnrtary 
under section 359(a)(2) or 359(0)." 

(b) •every manufacturer of eledronlc products shall 
establish and maintain such recoftls (including testing recon:ts), 
make such reports, and provide such lnfonnation, as the Secretary 
may reasonably require to enable him to determine whether such 
manufaduror has acted or is acting In complianco with this subpart 
and standards presct1bed pursuant to this subpart and shal, 
upon request of an officer or employee duly designated by the 
Secretary, permit such officer 0t employee to inspect apptopriace 
books. papers, recoftls, and dOClJments relevant to determining 
whether such manufacturer has aded or is acting in compliance 
with standards prescribed pursuant to section 359(a): 

...... 
(f) "The Secretary may by regulation (1) requife dealers and 

distributors of eledronic products, to which there are applicable 
standards prescribed under this subpart and the retail prices 
of which ls not less than S50, to fumish manufacture,s of such 

FORM FDA 482 (9111) PREVIOUS EDmON IS OBSOLETE 

products such information as may bo nowssary lo identify 
and locate, for purposes of section 359, the first purchasers of 
such products for purposes other than resale, and (2) require 
manufacturers to preserve such information Any regulation 
establishing a requirement pursuant to clause (1) of the preceding 
sentence sha0 (A) authorize such dealers and distributors to 
clcct, In lieu or immediately furnishing such information to the 
manufacturer to hold and preserve such Information until advised 
by the manufacturer or Soaota,y that such information is needed 
by the manufacturer for purposes of section 359, and (B) provide 
that the dealer or distnbutor shal, upon making such election, 
give prompt notice or such election (together with information 
identifying the notifier and the product) to the manufacturer and 
shall, when advised by the manufacturer or Secretary, or the need 
therefore for tho purposes of Sccllon 359, Immediately furnish the 
manufacturerwilh the required information. If a dealer or distributor 
discontinues the dealing in or distribution of eledtonic products, 
he shall tum the information over to the manufacturer. Any 
manufacturer receiving information pursuant to this subsection 
concoming first purchasers of products for purposes other than 
resale shall treat It as confidential and may use it only if necessary 
for the purpose of notifying persons pursuant to section 359(a): 

....... 
Sec. 360 8.{a) It shall be unlawful­

(1) ••• 
(2) ••• 
(3) "for any person to fail or to refuse to establish or 

maintain recon:ts required by this subpart or to permit access by 
the Secreta,y or any of his duly authorized repn,senlatives to, or 
the copying of, such records, or to permit entry or Inspection, as 
required or pursuant to section 360A.• 

...... 
Part G - Quarantine and Inspection 

Sec. 361(a) "The Surgeon General, with the approval of the 
secretary, IS authol'll'.ed to make and enforce such regulations 
as in his judgment are necessary to prevent the introduction, 
trensmlssion, or spread or convnunlcable diseases from foreign 
eountries Into tho Slates or possessions, or from one State or 
possession Into any other State or possession. For purposes 
of carrying out and enforcing such regulations. the Surgeon 
General may provide for such inspection, fumigation, disinfection, 
sanilation, past extanninallon, destruction of anlmals or articles 
found lo be so lnfoctcd or contaminated as lo be soun::os of 
dangerous infac:tion lo human beings, and other measures. as In 
his judgment may be necessary.• 

Page3of3 NOTICE OF INSPECTION 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 

FOOD AND DRUG A°'MINISTRATION 

1. DISTRICT ADDRESS & PHONE NUMBER 

\a·~, ~'},\ ~~i,. r--~ ,~~G}() 

f'tJJ.ltc.i ,-1'X '°7':1 S~?lQ 

~~-=-~ -~~o 
2. NAME AND TITLE OF INDIVIDUAL 

0-.J~J r£ .. 
3. DATE 4. SAMPLE NUMBER 

./.J4l. 
5. FIRM NAME 6. F $ DEA NUMBE.R 

~ 
ER AND STREET 8. CITY AND STATE (lriclude Zip Code) 

The lollowing·samples were collected by the Food and Drug Administration and receipt is hereby acknowledged pursuant 
to Section 704~) of the Federal Food, Drug, and Cosmetic Act [21 U.S:C. 374(c)l and/or Section 532 (b) of the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 360il{b)] and/or 21 Code of Federal Regulations (CFR) 1307.02. Excerpts of 
these are quoted on the reverse of this form. 
(NOTE: ff you bill FDA for rife cost ofthB Sample(s) listed below, please attach a copy of this form to your bill.) 

1:-.1.C-is:-(5, "" 
'~ <1 

10. ~PLES WERE 

~ROVIDEDAT NO CHARGE 

0 PURCHASED 

11. AMOUNT RECEIVED FOR SAMPLE 12. SIGNATURE (Persons receiving paymenttorsamp/e or person 

0 CASH 

0 VOUCHER 

0 BORROWED (To be returned) 

0 BILLED 

□CREDIT 
CARD 

providing sample to FDA at rro charge.) 

-
13. COLLECTOR'S NAME (Print o-r Type) 14. COLLECTOR'S TITLE (Printor Type) 

FORM FDA 484 (3/06) PREVIOUS EDITION MAY BE USED RECEIPT R SAMPLES PAGE 

'-.. 

OF PAGES 
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Section 704 (c) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 37'4(c)] Is quoted below: 

"If the otficer or employee making any such inspection oi a factory, warehouse. or other establishment has oblainecl any sample in 
the course of the inspection, upon completion of the inspection and prior to teavi11g IM premises he shall give to lhe owner. operator. or 
agent In charge a receipt describing lhe samples obtained.' 

Section 532(b) of The Federal Food, Drug and Cosmetic Act [21 U.S.C. 360 ii (b)l ls quoted ♦n part below: 

'Section 532(b) In carrying out the purposGs of subsection (aJ. the Secretary is authorized to­
(1) .... 
(2) .. ~ 
'3) .... 
~4) procure (by negotiation or otherwise) electronic products for research and testing purposes, and 

dispose of such products• 

21 Code at Federal Regulatlons 1307.02 is quoted below: 

"1307.02 Application of State law and other Federal law. 

sell or otherwise 

Nothing In this chapter shall be construed as authorizing or permitting any person to do any act which such person Is not authon:z:ed or 
permitted to do under other Federal laws or obligations under international treaties, conventions or protocols. or under ihe law of the State 
in which he/she desires lo do such an act nor shall compliance with such be construed as compliance with other Federal or State laws 
unless eY.pressly provided rn such other laws." 

Therefore, in !he event any samples of controlled drugs are collected by FDA representatives in the enforcement of the Federal Food 
Drug, and Cosmetic Act. the FDA representat:ve shall issue a receipt for such samples on FDA Form 484, RECEIPT FOR SAMPLES to 
the owner, operator, or agent in charge of the premises 

Report of analysis will be fumfsfled only where samples meet the requirements of Section 704(d) of the Federal Food, Drug, and 
Cosmetic Act [21 U.S.C. 374{d)] which is quoted below: 

"Whenever in Iha course of any such inspection of a factory or other establishment where food is manufactured. processed, or 
packP.d, the officer or employee making the Inspection obtain~ a sample of any such foo(i, and an analysis is made of such sample for the 
purpose of ascertaining whether such food consists in whole or in part of any filthy. putrid. or decomposecj substance, or is otherwise untit 
for toad, a copy of the results of such analysis shall -tie furnish~ promptly to the owner, operator or agent in charge." 

• 

FORM FDA 484 (3/06) BACK 

'-.../ 
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1268590 8/2812024 SAV 
Document 4, page 1 of 8 

Case 2:24-cv-00228-WBV-DPC     Document 315-19     Filed 03/12/26     Page 69 of 91



P
age 13 of 25

1268590 8/2812024 SAV 
Document 4, page 2 of 8 
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1268590 8/2812024 SAV 
Document 4, page 3 of 8 
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1268590 812812024 SAV 
Document 4, page 4 of 8 
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1268590 812812024 SAV 
Document 4, page 5 of 8 
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1268590 8/2812024 SAV 
Document 4, page 6 of 8 
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1268590 8/2812024 SAV 
Document 4, page 7 of 8 
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1268590 812812024 SAV 
Document 4, page 8 of 8 
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Dire: 

Name: 
~'----==a·-===== I 

· • ~lies TX 75223 
stDt: 

Ciy/StalalZlp: Dallas TX 76223 
Clot: 

Name: 
Address: 

BILL OF LADING Page1 of __ _ 

BUI of Lading Number: i...1 ___ ... _ __. __ .:......:.. __ 

FOB: □ 

LDC:llllont: ___ _ 
CARRERNAME: i..._ __ .;.c•x.;.•l;_ _____ ..... _ 

Trailer number. 
Seal number(s): tb)(41 

SCAC: 

FOB: □ Pro number: Same as BOL number 

... 

Cly/StaWZip: Freight Charge Ttmw: thllllllC clta,gllS_pnp,ld _,... 

1-;;==..-:..,=-.,.=,.=n=-,~-:~===:----------------t _,_, __ __, SPECIAL ONS: P,...ict___ Collect_ ~,._,, __ 

□ Masllr'Badl.adlng:dlllladlldLlllleltyq 
BIii d Lading 

CUSTOll!R ORDER NUM11!R tPKGS WIIGHT p~ AIXJITIONALIHIPP!RNO 
y N 
y N 
y N 
y N 
y N 
y N 

N 

WEIGHT H.11. ----·--·-·-·--.... __ .. ______ _ ___ ., __ _ 

Products 

GRANOTOTAL _____ .....,. _________ ,._,.,_,, .. _...,, 
......... d- ....... •--• 
"Ille--•--~ ......... ......,_..,.,._,,_ ..... ~ 

lnlhis ..... ....., __________ ... 
- ... - ... .,.......,...._,____ p ·-----.......... _.., _____ ...,._111._._ ...... .,..__.,._ 

SIIPPIRtlONATURE/ DATE ............. ___ ..__ ______ .. __ ., 
[] .,..., 

,._ Tenn: COlllct: D Pl9l)ald: C 
cusa-

, S..GU.S.C.•1 • ___ ,... ............. 
.............. dwga. ------CARaR SIGNATURI!/ PICKUP IMlE 

=--=-=:::::: .. -.=.:..~-=----,•---•-'!O'· [] ... ~--•a:llllaiol 
[] ~ 

,..• ... ·- ..... •-.... -...... • ... • .. • ... -~..::= 

1268590 8/28/2024 SA V 
Document 5, page 1 of 2 
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! 

STIWGl'ii lln.l. OF LADING - SHORT ,Ofl\l ·ORIGINAL• NOT NEG0nABLE 
Tlll&tillftC1111TMWonlylheinb=~ r,--,ifot lhe....-calliwto~.ra.and llMlicl he ~t dM:ribodb.iow 

.$hi 

(b)(4) 

(b)(4) II 
All f'relghl char_,. PPOI.Jrd p~ blil 11,; 

CbX4l I ---. .,, .... ~ ~-fl,lllwjjj\J,_...,,,..._,_~.., -..... -,_.,-. - aMII ..,_.. 
I-

_..,....,.. .. IQ. __ .....,, ,, 11:io ...... ___ 
---..e: .......... '"" -Shipp« Spedal tnetnldlon&: 

Pl,ff 

eon.len-Speda lmt.uc:1101111: 

Conunanta: -NOnCC•_.._.,.._N<ILalf't•1...,i1o ____ .,...,.__,. • .,_,.._. _ ___ .., ___ ..,_.,.,., __ l __ _........_,. __ ,_ 
IDl/00 ... _.d ____ ,,, __ .... _ 

,.,,, _,... __ ..,.,-_<II ■• lllld ....... IN """""'dlM -10.., CIINf--11111 ..._.. .. .,,,__., -
voo....,..,,..~i.. ..... rrPr•--o0111.._.,.._..,y0rD,._-.~~•.....,_. . ...,..____.. 
..,.__.,,,,.... .,,_ njattl/ .., .. _, .-w--.1tw;1• --~ •u. -.,""1 

CUtTOl'10I-M:llliU5 TOllt(OIIQMlliflCIN'S ~MIO CXlHOfflC)olS, 1'!tol ~ l!lFQH)~ WtfNl-11/t.aal. 

'.::":'.:J'-____ =_i~---·_t_-___ .,,,,_-_~E:--;:::·-·---
con,;g,.e SgnatureX a-ta. ____ SUit: 

Dt'-~11.n x _____________ ca1e: ____ SN1, _____ _ 

Plmianant paal-offioe nddm;s al ■hlPP-" 

1268590 8/28/2024 SA V 
Document 5, page 2 of 2 
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AFFIDAVIT I SAMPU: NO. 

101A~._.. 
l~hw Tcus 

~me. BniotSla • • emplaye of'tllo Dqai1mcuofHcalthwl HIIIIIID' 
~ Foodwll Draa Admil'i• erien. de • a • J by die Sccn:ay, mdcnlldaity oftbo Act of .-..y 31, 192S, 4l Slidua 
Ill IAp 803; ltonqr,, jz,ej M .,_No.IV, Sea. 12-15, aOeclift.Juac J0.1940; HOl>!p!NtHfina PIM No. 1 of'1953. Sec,. 1-9, 
e&cliYeApil II, 1953; and PJ.. 96-88.k 509, 9.3 Sllnlesat Larp96S(20U.S.C. 3508) cCJ"oeliTc May4, 19'». toadminitw 
or lab oa1bs. affitmariom,.111111 aft"adavirs_ ~lly appeared llffic!E.Cillllay ia 
lhccam1yand.-.ror.ld, who. beill8dillyNOm.dcpoa•ays-

I, David E. Gabbay, am the~ ~11•1 laac1 
Jopcn LL~ doiing business as A 1 a distn1iutor of vsious kratola products including O.P.M. 
S Black Liquid Kratom. Al Wbolcsaleconlnlcts space &om! - Jand t«~ _ Ito fulfiJI their 
order • holdino and shipment of products. The! ..., lis localed at~ ... l Al Wholesale bas offices located at 3200 Broadway~ Suite 530, 
Garland, TX 7$043. These ofl"accs do not store any products. 

My daily job tasks include! managing contracts wilh customers and vendors. I have the ability to bandJc 
orders and product ordering. From approximately 2013 lO 2016, I would contact Mr. Mark Reilly, of 
Martian Sales. located in Gcoqia. directly via a pbooc call lO place orders for O.P.M.S. products. From 
approximately 2016 onward, O.P.M.S. products ~, 1 Jsbippcd to Al Wholesale without the 
nccc1 of me placing orders. I only havcJ ... I -- ~ an on-site Al Wholcsalc and 
I - I Manager al abel .,,. l location. I n:pon directly to the Jopcn, LLC trust I have an 
unlintitcd budget aulhority to make changes to A I Wholes~ and I have the duty and power to detect, 
prevent and corn:ct food safety violations. 

Al Wholcsalcnx:civcs oidcrs ofO.P.M.S. Black Liquid Kratom from Nuza, LLC. On 08/28/2024, l 
provided CSO Shea Bill of Lading# I ,.,,., l sbippc,d from Nu.za. LLC, located at 3075 Chastain 
Meadows Pkwy, Marietta, OA 30066, on OCJ/07/2023. for O.P .M.S. Black Liquid Kratom lot~ 
The Jot 1W1Dbcr ando=· • of products included an: not lish:d on our incoming Bills of Lading 
(BOL). Then, is no ,.,., tracking system for Al Wholesale that documents what lot nmnbcrs of O.P. 
M.S. Black Liquid Kratom are .received., SIOn:d, and shipped from the! ,.1,. ~ocation. I have to 
contact N117.a, LLC in order to oblain incoming BOLs. Tbc incoming BOLs l provided to CSO Shea 
wc:rc provided to me by Nuza, LLC. Noza. LLC confirmed to me dw Bill of Ladiag#~,u• 
shipped from Nuza, LLC on OCJ/07/2023, is for the O.P.M.S. Black Liquid Kratom lot - The O.P. 
M.S. Black Liquid Kratom product is received in finished product form and Al Wbol not 
manipulate lhc product further. 

On 08/29/2024. I provided cso Shea BOL# I ... , I shipped from the Al Wholesale! t,b.){4) I 
location on I Oil 8/2023 to a customer in Orland Park, IL 60462. Theo . 

BOL 1 -· _ . :...:_.: to CSO 
- OVNOV,IUKI:,..,,., 1111,C 

··~·--·--- ~ 

Jopaa U.C d.b.aAI ~ - I 

Sablaibed Md swont lO bd'oft me at Dllllu. TX 
it,o,-' .ii.ii.) 

, 
dds 29 dayo( Allpll 24 .20_. 

i6i191o.JW~ ~-, 
F.mplc,yec oC ... l>cpanml aflblllia 8-Servicoclealpa&od -scr Act oC Jwury 31, l.92S. Reo,eeeizec·• Plaa IV dr~-e 
Jane 30, 1940; lleGrpnizadolt ,- No. I o(JS,,3, dfoctiv. April 11. 19'3~and PJ. 96411,. .a.ctiw May4,, lffO. 

FORM FDA 4ISa (1117) 
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AFFIDAVIT ISMFI.ENO. 

BcCon, me,. BRJOk Shea 111 ~o(lbc DcpnncmofH.itlaaad lfumm 
Scmc:cs, Fooclml Drua~daipllellbythoScc:rdmy, WM1crlllltborityof1bch:tof~ .31. 1925,4.3Slablla 
a& Laq,c ~ Hcc,.p.lizalioo 1'1111 No. JV, Sccs.12-15. efl'odi\" June 30. 1940; Rm.p ·•w•i-111 Pia No. I of 19.Sl. Sa:s. 1-9. 
eOedms Apil 11, J95.1; and P.L 9'-8&, Sec. S09. 9.3 Sllrulcaal l...lfllD 96S (20 U.S.C. 3'°8)~ May 4, 19». i,. ednnini,n 
or lab oalbs, aflirmlliom. aad amdavi11,. PfflOllllly appe.ed i-id E. Gabbay in 
tboc:ountyaadmtcabalid,wllo.beu,gchlyswora,dep,asandD)'IC 

Shea was a Al Wholesale shipping document I contacted Nuza, LLC confinned to me that Bill of 
Lacling#I - ~ is for the O.P.M.S. Black Liquid Kratom lot~ No amount or description of 
O.P.M.S. Blacl Liquid Kratom is on tho BOL. 

Al Wholesale receives orders for pJOducts. such as O.P.M.S. Black Liquid ~ from onlers that an 
placed over tho phone with Partynuts.com. To onlcr from Part)'lluts.com a cuslomer is to be veUcd lint, 

business' locali.oos, etc. These sales uc maugcd by - a contraclcd lhild paty ordering system. 
IO""""" dM,y .. a busmcss. This is cloac in a •1 of~ including vailying lax !D's, lho 

A 1 Wholesale's ordering software is then updalcd - Wdh lhc order clclails. The orders are lhen 
passed tol ... I for their employees to pack and ship orders. Orders arc packed and 
shipped with A I Wholcsalc documcnlltion. Orders are shipped via wholesale using third party trailers 
to customers. 

The cum:nt balcb of O.P .M.S. Black Liquid Kratom in inventory at th~ ~1,,, I location is lot# 
2194. Shipmcnls of fhc O.P.M.S Black Liquid ICralom come in scaled cartons o~ .,,, [bottles. 
This lot. 2194, wbco opc,ncd, contained individual O.P.M.S. bottles conrnm, die lot numbcCJ 
wilh black ink on the bottom of the, bottles. This lot. 2194, containing lo - boUJcs. was 
manufactured by Nuza, LLC. On 08/21/2024, I provided CSO Shea Bill of Lading# I ~-· ~ The 
BOL states that both the ship from and ship to addnm as tho~. Nua. LLC began 
utilizing blind BOLs in~ no longer state their name as the shipper. Nu:r.a, LLC conf'mncd to 
me that Bill of LadingM~. shipped from Nua. LLC, is for the O.P .M.S. Black Liquid Krlllom 
lot #2194. No date and amount is lislcd on the BOL. 

On 08/29/2024-, l provided CSO Shea BOLfl """ Jshipped from I .... , [location on 
08/1312024 to a customer in I ~)(◄) ( The outgoing BOL I provided to CSO Shea was a 
I ~, I ship_vma document provided to Al Wholesale. I contacted ~LC confirmed to me that Bill 
or Ladins#L; lis for the O.P .M.S. Black Liquid Kratom lot l::____tNo mnount or dcsc:ription of 
O.P.M.S. Black Liquid Kntom is on the BOL :II-219~ t! -,,.,n 

The label for the scaled ca1on of O.P.M.S. Black Liquid K1'IIOm is in part. "•••o.P.M.S. BLACK 

~-·.:tl'VIMC - - ,rn::iiim---~ 
.Jopm U.Ccl.b.aAl Wbolcsal~~--- .... ----~~ 

s.blaibed IIDdswora to before a. 111_Dllla. __ TX ______ ~~=r----------J• 
it'h,.J.Li.J 

dais 29 day of_A_u_aust ____ _.J20 24 . 

{liliiijijiijw'•.\1jiia&HJ 

Emplo)a ortho Dq,.tmmtol llaltb ad llrmm Scniccs clcsip...., wmdcr Ad al Janay 31, 192.S. Lt=.pe ··••• Pim IV c8"eclivc 
Jme 30. IM>;~ Piao No. I of 19'3. dlcctive April 11, 1953; ..a P J. 96-11. d!'cclm: May 4, 19IO. 

FORM FDA4a. (M7) Paa- 2of4 
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AFFIDAVIT 8AIFU:NO. 

Tea, 

Babs me, Broolt Shea . • cmploya, oftbc Dqaw ofllmldi sad Jt-
Scmca,, Foocl..S DnlaAclrniniS'!!CioL .,...,_., by 6cs...y. mdcrdlorityoldmAdol.Jmy 31, 1925.43 SIIWs 
llll.apllll;Ro'CJI► ,.,..l:1mNo.lV.Socs. l2-IS,effcc:tiwJ-30, 1940;Rearg '•~PlmNo. I ofl9S3,Socs. 1-9, 
cft'ec:lm, Apil 11, 1953; ad P.l.. ~ Sec. 509, 93 Slllllll!slll Larp 965 (20U.S.C. 3D) dl"ocaivc May4, 1980: IO wkninisk:r 
or lab oadJs. allinnalions. and aff'JdaYi11, p:namJJy appeand Dlricl E. Oei,bay in 
theClllUlll)'aad.WCiafon=-id. who.lal8dalyt\Wlrn. depoialindll)'s: 

LIQUID••• WARNING: Do oot use product befon, n:ading produc:t inserts, labels. warnings, 
dircctioll'7 disclaimers, and agreeing to the tcmas & conditions, and notices. Vi.at www.OPMSKratom. 
com for all updates iodluc:ing full disclaimer, and Lcrms & conditions♦•• Usage size: l/2 bottle - 4.4 ml, 
Usage per boUlc: 2••• Mitragyna Spcciosa (Kntom)- per 4.4ml per bottle••• Leaf extract total 
content: <108 mg~ 216 ms••• Mitragyninc: 9il mg Sl3S mg•" 7-HydroxymitralJ,ninge: ~ I mg~ 
1 ma••• Other Alkaloids: ~o mg ~ mg••• Other lngredimts: wa1cr. ethyl alcohol,. propylene 
glyco~ corn syrup, natural and artifical stabilmtion. agents41•• Distributed By: Choice 0,.aa.ics 
(213)-221-804~•• lnCo@OPMSKratom.com 3680 Walshirc Blvd. Ste P04-1111 Los Angcle5y CA 
90010••• LOT- 2194• .. ". UPC: 64337S878n7 ". 

The individual bottle labels arc stored in can:lboaRl containers, their label in part, "• .. O.P .M.S. 
BLACK LIQUID KRATOM EXTRACT 8.lml• .. WARNINO: Do not use product before nsading 
produc:t insert. labels, waniags, directions. disclaimcn, and agn:cing to tams & conditions, and 
notices. Visit www.OPMSKratom.com for all updalcs including full disc:laimcr, and tarms & 
conditions.••• Distributed By. Choice Organics (213)-221-8049 lnfo@OPMSKralom.eom 2680 
Wilshire Blvd. Suite P04-l 11, Los Anaclc:s, CA 90010'"••. 0 ..... UPC: 650075995130 

The individual bottles, out of tho cardboud cootainets, their 1abc1 in. part, "• .. O.P .M.S. BLACK 
LIQUID KRATOM EXTRACT• .. 8.Smt• .. Waming: Do not use product before reading product 
insert. labels. warnings. clircctions, disclaimers. md agreeing to terms & conditions, and notices. VJSit 
www.OPMSKraaom.com for all updates including full disclaimer, and terms & conditions. 
·~•". 

I explained that Choice Orpnics. m cited m the distributor 011 lhc individual bottle., of O.P .M.S Black 
Liquid .Kratom, lotCJ from scaled carton lot 2194, is a compmty that I helped create. I created the 
phone number and the email address associated with Choice Organics, per a request by Martian Salos. 
Once the phone number aid email address was created, this infmmatioo wm provided back to Martian 
Sales. 1 am no longer involved wilh Choice Organics 

On 08fl8n024, I contacted Mr. Mark Reilly, of Martian Sales, regarding lhc clifT~t lot numbers per 

Jopca I.LC d.b.a Al Wholealc:L__ __ --=•••,__• ____ __, 

Sahlcribed ud nron to bdore me at Dalla. TX ---------1c--,,.,,------~----------' 
tlals 29 day or_A_U8Ull _____ _, 20~. 

En:q,1oycc of'tbc Ocpa1mcmlontaldund H-Scmc-dcsipt'!«ol...scrAa ol'1-y31, tm, Rw.1 'tid»a Pim IV .0-ecliw 
1- 30, 1940; ~ Plim No. I or195J. drccliw A,,ril II, 1,'3: and P.I. 96-81. c.lfccliw May 4. 19110. 

3of4 
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AFFIDAVIT SMFLENO. 

Dcfinme. DniokSbce mcmfllo)wotdil:~.,fllcaldludU.. 
Scmccs,, Foodand DrvaAGaioislllliw. dc:aa,_.. 1,y lho Sccnay, 1a1cr mborityoCllla AIAoCJmwy 31, um. 43 S1a1u1cs 
•Larscl03: 1CePcp,i:ncionlllan No. IV, Sccs. l~IS,d:Tcdi\-.i.hmclO, 1940; M,co.pa.i7Jllioo1'1aaNo. l oC19SJ,Sccs.1-9. 
ctroc:1ift Apal II. 1953; and PJ.. 96-88. Sec. SQIJ, 93 s--.a Lap 96S (20U.S.C. lSOl)dTottive May4, 1911); ID_, • ,;..,. 

or lalcc c,adis, affirmations. ud atradavits. penc,aall)' appeared David E. Gabla)' ia 
lliecaal)'llllllllllll:aloraaid,~t,einaduly~dep,,csMdays: 

a scaled container and lhc boUlcs it holds. Mr. Reilly explained to me that ho is aware of the two 
different lot num~ and that Matian Sales has Ibo ability to lrlCC bolh a carton and boUlc. 

I believe that ~•tc~or all incoming products are obtained from out of Texas and 
approximatc1>1__:_Jof all products SC shipped outside of Texas. 

~ tl JI,; a,i-l (t]vs-<.d 

VftJ" ~ d.recJicn-, oC 
~!f,' ~ ~ d,c.f,Md to 

V("" /J.tt { Hp O' h 1.) 

Jop:a U.C cl.b.a A I Wholaalc 4949 Beama Ave. D1Dat. TX 75223. 

'6-~~ ,so 
a Vf 1,"t /zo2'i 

Sabrcribed ud IWOl"D to bdcn me a1 Dallas. TX ·---------,,ic'""'-o,""'-1,...,..si.-,..,..,..~ _______ __, 
~ 29 dayor_A_ua_usa ____ ___.20 24. 

F.mployn of'IIN Dlpalmmt ofHallll ml 811111111 dcslpaled _...Ado/ l-.y 31, 1925, llcorpllizalion Plan IV cll'&'liw 
Jane 30, I~ Rcarpualim Pim No. l of 1953. dl"cdivc Api1 11, lffl; and P.L. 96411. dl'edm: May -4. 191Q. 
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Page 1 of 8

Food and Drug Administration Office of Inspections and Investigations 
Colleetlon History Report 

For Sample Namber: 1268S89 

Flag Flag Remarks 

Episode Number Origin Basis Sample Type FISSmplNum Version Num 
Domestic Compliance Official 24339901 2 

FEI Date Collected Product Code Responsible Firm PAC. Hours 
3032150939 08/28/2024 54KCE12 Manufacturer 21008 8 

Related Smpl Num Position Class Sampling District NDCNumber Permit Number Storage Rqrmnt. 
INV HAFW3 Ambient 

Dealer is ConsumerCrx/DEA Schedule Recall Num 
No 

Consumer CompL Num Brand Name 
O.P.M.S. 

Product Description 
Liquid kratom extract packaged in (See "Remarks") 

Product Label 
See continuation. 

Reason for Collection MFG Codes 
Collected per Compliance/For-cause sample collection ofkratom "2194" 
product during establishment inspection on 8/27-29/2024 under 
assigmnet ID: 12383921 and Op ID: 12446135 to be analyzed for 
quantitation of7-OH Mitragynine and Mitragynine. 

Firm Legal Name 
Jopen LLC, d.b.a A 1 Wholesale 

Nuza,LLC 

Choice Organics 

Size of Lot 

I I of kratom extract 
{b)(41 ~----~ 

Description of Sample 

Address 
4949 Beeman Ave Dallas TX 75223-3012 
us 
3075 Chastain Meadows Pkwy Marietta GA 
30066-3354 us 
3680 Wilshire Blvd Ste P04-I 084 Los 
Angeles CA 90010-2709 US 

(b)(4) 

Est. Value 

$ I .... 
~--~ 

Sample consists of 1 case (50 units) ofliquid kratom extract. 

Method of Collection 
See continuation. 

How Prepared 
See continuation. 

TypeofFirm 
Dealer 

Manufacturer 

Shipper 

Shipper 

Rcpt Type 
FDA484 

Collector's Identification on Seal 

Expiration Date 
No Exp Date 

FirmFEI FCE 
3011941572 

3032150939 

3027395753 

Date Shipped & Doc. Ref. 

Collector's Identification on Package and/or Label 
"1268589 8/28/2024 SAY" "1268589 9/3/2024 Sara A. Valenzuela, Investigator" 

Sample Delivered To 
UPS Stor \111(4) ~----------------~· 
next day air, (See ''Remarks") 

Document Number 
6 
5 
1 

Date: 01/23/2026 

Document Date 
08/29/2024 
08/13/2024 
08/30/2024 

Document Type 
Affidavit 
Bill of Lading 
Other 

Page: 1 of 8 

Date Delivered 
09/03/2024 

Lab w/Split Sample 
0 

Document Remarks 
Affidavit (4 pages) 

Orig CIR & Records To 
HAFE3 

Lab 
DENLHAF 

BOL for outgoing kratom product (2 pages) 
Assignment sheet for assign. ID: 12383921 and Op 
ID: 12446135 (2 pages) 
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Page 2 of 8

Food and Drug Administration Office of Inspections and Investigations 
Collection Hutory Report 

2 
3 
4 

Remarks 
See continuation. 

08/27/2024 
08/29/2024 
08/28/2024 

Payment Amount Payment Method 
$0.00 No Charge 

Name ofSiper 
Sara A Valenzuela 

Date: 01/23/2026 

For Sample Number: 1268589 

Other 
Other 
Other 

FDA 482 - Notice of Inspection (3 pages) 
FDA 484 - Receipt for Samples (2 pages) 
Photos of product case labeling and FDA 484 -
Receipt for Samples (8 pages) 

704( d) Sample 702(b) Portion Collector's Name 
Sara A Valenzuela No Yes 

Date & Time of Signature 
09/05/2024 12:35 PM ET 

Page: 2 of 8 

Meaning 
Collector 
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Food and Drug Administration Office of Inspections and Investigations 
Colleetlon History Report 

For Sample Namber: 1268S89 

Continuation: 

Product Label 
Front of case label reads in part "***O.P.M.S. BLACK LIQUID***". 

Back of case label reads in part "***LOT - 2194". 

VersionNum 
2 

Top of case label reads in part "***O.P.M.S. Distributed By: Choice Organics (213)-221-8049***Info@OPMSKratom.com 
3680 Wilshire Blvd. Suite P04-t 1 t, Los Angeles, CA 90010". 

UPC on back of case: 643375878777 

Bottom of case label reads in part "***O.P.M.S. KRATOMEXTRACT". 

Method of Collection 
On 8/28/2024, during establishement inspection of Jo n LLC d.b.a. A 1 Wholesale, located at I ~i<•• 
~ I collected 1 case, lot#2194, containin ... , each ofO.P.M.S . ..,_br-an~d~B~lac-..,.ck=L~iqu~id~Kra-to_m _ __, 
Extract. The case was enclosed in clear, plastic wrap; I left the case packaging intact for sample collection, preparation, and 
shipment. The sample contains the 702(b) portion. 

During the inspection, Mr. David E. Gabbay, Manager, opened one of the cases from the same lot (2194) and one of the 
individual bottles CSO Shea and I examined and collected had an inkjet ofr::::::==::Jprinted on the bottom of the bottle. Mr. 
Gabbay was unsure if this was a separate lot number. 

To ensure the uniformity of the same lot code, the sample collection focused on the outer packaging lot code; however, once the 
packaging is opened, it cannot be guaranteed the bottle lot code will match the outer packaging lot code. The firm could not 
explain this discrepancy as they are not the manufacturer. Mr. Gabbay provided the names of two different firms as the 
manufacturer, Martian Sates, Inc. (no location provided or located) and Nuza, LLC, located at 3075 Chastain Meadows Pkwy, 
Marietta, GA 30066. 

A bill ofla • was collected for an outbound shi ment ofO.P.M.S. Black Li uid Kratom Extract by CSO Brook Shea. 
The BOL, , identifie .,., as the shipper, ship date of 
8/13/2024, shipped to~---------~·• located at~------"'-------~ There is no 
information contained within the BOL identifying the product, lot number, or amount. CSO Shea obtained an affidavit with 
information linking the BOL with the product, which Mr. Gabbay (the affiant) refused to sign on advice from council. 

I transferred the sample via secure POV to my personal residence and stored it in a secure, locked room. On 8/29/2024, I 
transferred the sample via secure POV back to the firm in order to get clearer photographs of the case labeling. I transferred the 
sample back to my personal residence via secure POV and stored in a secure, locked room until I could prepare and ship the 
sample. At the close of the inspection on 8/29/2024, I issued a FDA 484 - Receipt for Samples to Mr. Gabbay, who provided the 
sample at no cost. 

How Prepared 
The sample was collected on 8/28/2024; however, I did not prepare or ship it until 9/3/2024. I was advised by DENLHAF that 
shipping after the Labor Day holiday would be ideal. The sample was held at my personal residence in a secure, locked room 
until preparation and shipment. 

On 9/3/2024, I prepared the sample by placing a white, adhesive label bearing "1268589 8/28/2024 SAV" to the top, right of the 
product case. I then placed the sample inside of a large, unused whirl-pak bag, rolled the top of the bag down, and folded the 
wire tabs over to secure. I placed an offical seal, dated 9/3/2024 over the rolled portion of the whirl-pak bag and then I taped a 
completed FDA 525 over the seal using clear, plastic tape. 

I lined the bottom of a cardboard box with bubble wrap, wrapped the sealed sample in bubble wrap and then placed it in the 
cardboard box. The sample was placed in the same box as sample #1268590. I placed more bubble wrap around and on top of 

Date: 01/23/2026 Page: 3 of 8 
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Page 4 of 8

Food and Drug Administration Office of Inspections and Investigations 
Colleetlon History Report 

For Sample Namber: 1268S89 

the sample and then sealed the cardboard box using clear, packing tape. I applied clear, packing tape along all edges of the box 
and then affixed a UPS shipping label to the top of the box. 

I transprorted the sample via secure POV to UPS Store ••"' , and shipped it 
utilizing next day air to DENLHAF to be analyzed for quantitation of 7 - OH mitragynine and mitragynine. The sample was 
collected, prepared, and shipped in conjunction with sample #1268590. I maintained chain of custody of the sample at all times. 

Remark 
Lab is aware of additional analysis requested per the discussion with Chad Whitwell, HAFW3 CO and Kim Dutzek OC/DE CO. 

The 702(b) portion is included in the sample. 

I took a photo of the original FDA 484 - Receipt for Samples due to the quality of the copy. Refer to document number 4. 

The officially sealed original copy and unsealed working copy discs containing the photographs taken during the sample 
collection and inspection are filed with the unlabeled exhibits and attachments collected for the establishment inspection 
conducted 8/27-29/2024. 

The sample was collected on 8/28/2024; however, due to the holiday weekend and on advice from DENLHAF, the sample was 
prepared and shipped on 9/3/2024 

"Product Description" (continued): clear bottles with black, white, and green plastic wrap label and screw-on lid. Text on 
product bottle label in white, black, and green. 

"Sample Delivered To" (continued): tracking ~------~ 

Date: 01/23/2026 Page: 4 of 8 
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Page 5 of 8

Food and Drug Administration Office of Inspections and Investigations 
Colleetlon History Report 

For Sample Namber: 1268S89 

Flag Flag Remarks 

Episode Number Origin Basis Sample Type FISSmplNum Version Num 
Domestic Compliance Official 24339901 1 

FEI Date Collected Product Code Responsible Firm PAC. Hours 
3032150939 08/28/2024 54KCE12 Manufacturer 21008 8 

Related Smpl Num Position Class Sampling District NDCNumber Permit Number Storage Rqrmnt. 
INV HAFW3 Ambient 

Dealer is ConsumerCrx/DEA Schedule Recall Num 
No 

Consumer CompL Num Brand Name 
O.P.M.S. 

Product Description 
Liquid kratom extract packaged in (See "Remarks") 

Product Label 
See continuation. 

Reason for Collection MFG Codes 
Collected per Compliance/For-cause sample collection ofkratom "2194" 
product during establishment inspection on 8/27-29/2024 under 
assigmnet ID: 12383921 and Op ID: 12446135 to be analyzed for 
quantitation of7-OH Mitragynine and Mitragynine. 

Firm Legal Name 
Jopen LLC, d.b.a A 1 Wholesale 

Nuza,LLC 

Choice Organics 

.... 

Size of Lot 

~I--'""-' --~I of kratom extract 

Description of Sam,...._le ___ ~ 

Address 
4949 Beeman Ave Dallas TX 75223-3012 
us 
3075 Chastain Meadows Pkwy Marietta GA 
30066-3354 us 
3680 Wilshire Blvd Ste P04-I 084 Los 
Angeles CA 90010-2709 US 

ib)l4) 

Est. Value 

$ ~I-__ 
Sample consists of ..,.., of liquid kratom extract. 

Method of Collection 
See continuation. 

How Prepared 
See continuation. 

TypeofFirm 
Dealer 

Manufacturer 

Shipper 

Shipper 

Rcpt Type 
FDA484 

Collector's Identification on Seal 

I 

Expiration Date 
No Exp Date 

FirmFEI FCE 
3011941572 

3032150939 

3027395753 

0>)14) 

Date Shipped & Doc. Ref. 

Collector's Identification on Package and/or Label 
"1268589 8/28/2024 SAY" "1268589 9/3/2024 Sara A. Valenzuela, Investigator" 

Sample Delivered To 

..... UPS Store] 
nextdayarr,_,~(=s~ee~''R~e-mar~k~s~")-----------~ 

Document Number 
6 
5 
1 

Date: 01/23/2026 

Document Date 
08/29/2024 
08/13/2024 
08/30/2024 

Document Type 
Affidavit 
Bill of Lading 
Other 

Page: 5 of 8 

Date Delivered 
09/03/2024 

Lab w/Split Sample 
0 

Document Remarks 
Affidavit (4 pages) 

Orig CIR & Records To 
HAFE3 

Lab 
DENLHAF 

BOL for outgoing kratom product (2 pages) 
Assignment sheet for assign. ID: 12383921 and Op 
ID: 12446135 (2 pages) 
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Page 6 of 8

Food and Drug Administration Office of Inspections and Investigations 
Collection Hutory Report 

2 
3 
4 

Remarks 
See continuation. 

08/27/2024 
08/29/2024 
08/28/2024 

Payment Amount Payment Method 
$0.00 No Charge 

Name ofSiper 
Sara A Valenzuela 

Date: 01/23/2026 

For Sample Number: 1268589 

Other 
Other 
Other 

FDA 482 - Notice of Inspection (3 pages) 
FDA 484 - Receipt for Samples (2 pages) 
Photos of product case labeling and FDA 484 -
Receipt for Samples (8 pages) 

704( d) Sample 702(b) Portion Collector's Name 
Sara A Valenzuela No Yes 

Date & Time of Signature 
09/05/2024 11:27 AMET 

Page: 6 of 8 

Meaning 
Collector 
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Page 7 of 8

Food and Drug Administration Office of Inspections and Investigations 
Colleetlon History Report 

For Sample Namber: 1268S89 

Continuation: 

Product Label 
Front of case label reads in part "***O.P.M.S. BLACK LIQUID***". 

Back of case label reads in part "***LOT - 2194". 

VersionNum 
1 

Top of case label reads in part "***O.P.M.S. Distributed By: Choice Organics (2l3)-221-8049***Info@OPMSKratom.com 
3680 Wilshire Blvd. Suite P04-t 11, Los Angeles, CA 90010". 

UPC on back of case: 643375878777 

Bottom of case label reads in part "***O.P.M.S. KRATOMEXTRACT". 

Method of Collection 
On 8/28/2024, during establishement inspection of Jo n LLC d.b.a. Al Wholesale, located at~---""'-'-----~ 
~ I collected 1 case, lot#2194, containin .. ,. each ofO.P.M.S. brand Black Liquid Kratom 
Extract. The case was enclosed in clear, plastic wrap; I left the case packaging intact for sample collection, preparation, and 
shipment. The sample contains the 702(b) portion. 

During the inspection, Mr. David E. Gabbay, Manager, opened one of the cases from the same lot (2194) and one of the 
individual bottles CSO Shea and I examined and collected had an inkjet ofDprinted on the bottom of the bottle. Mr. 
Gabbay was unsure if this was a separate lot number. 

To ensure the uniformity of the same lot code, the sample collection focused on the outer packaging lot code; however, once the 
packaging is opened, it cannot be guaranteed the bottle lot code will match the outer packaging lot code. The firm could not 
explain this discrepancy as they are not the manufacturer. Mr. Gabbay provided the names of two different firms as the 
manufacturer, Martian Sates, Inc. (no location provided or located) and Nuza, LLC, located at 3075 Chastain Meadows Pkwy, 
Marietta, GA 30066. 

A bill ofla • was collected for an outbound shi ment ofO.P.M.S. Black Li uid Kratom Extract by CSO Brook Shea. 
The BOL, identifies ""• as the shipper, ship date of 
8/13/2024, shipped to ... , located a •••• . There is no 
information contained within the BOL identifying the product, lot number, or amount. CSO Shea obtained an affidavit with 
information linking the BOL with the product, which Mr. Gabbay (the affiant) refused to sign on advice from council. 

I transferred the sample via secure POV to my personal residence and stored it in a secure, locked room. On 8/29/2024, I 
transferred the sample via secure POV back to the firm in order to get clearer photographs of the case labeling. I transferred the 
sample back to my personal residence via secure POV and stored in a secure, locked room until I could prepare and ship the 
sample. At the close of the inspection on 8/29/2024, I issued a FDA 484 - Receipt for Samples to Mr. Gabbay, who provided the 
sample at no cost. 

How Prepared 
The sample was collected on 8/28/2024; however, I did not prepare or ship it until 9/3/2024. I was advised by DENLHAF that 
shipping after the Labor Day holiday would be ideal. The sample was held at my personal residence in a secure, locked room 
until preparation and shipment. 

On 9/3/2024, I prepared the sample by placing a white, adhesive label bearing "1268589 8/28/2024 SAV" to the top, right of the 
product case. I then placed the sample inside of a large, unused whirl-pak bag, rolled the top of the bag down, and folded the 
wire tabs over to secure. I placed an offical seal, dated 9/3/2024 over the rolled portion of the whirl-pak bag and then I taped a 
completed FDA 525 over the seal using clear, plastic tape. 

I lined the bottom of a cardboard box with bubble wrap, wrapped the sealed sample in bubble wrap and then placed it in the 
cardboard box. The sample was placed in the same box as sample #1268590. I placed more bubble wrap around and on top of 
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Food and Drug Administration Office of Inspections and Investigations 
Colleetlon History Report 

For Sample Namber: 1268S89 

the sample and then sealed the cardboard box using clear, packing tape. I applied clear, packing tape along all edges of the box 
and then affixed a UPS shipping label to the top of the box. 

I transprorted the sample via secure POV to UPS Store .... and shipped it 
utilizing next day air to DENLHAF to be analyzed for quantitation of 7 - OH mitragynine and mitragynine. The sample was 
collected, prepared, and shipped in conjunction with sample #1268590. I maintained chain of custody of the sample at all times. 

Remark 
The 702(b) portion is included in the sample. 

I took a photo of the original FDA 484 - Receipt for Samples due to the quality of the copy. Refer to document number 4. 

The officially sealed original copy and unsealed working copy discs containing the photographs taken during the sample 
collection and inspection are filed with the unlabeled exhibits and attachments collected for the establishment inspection 
conducted 8/27-29/2024. 

The sample was collected on 8/28/2024; however, due to the holiday weekend and on advice from DENLHAF, the sample was 
prepared and shipped on 9/3/2024 

"Product Description" (continued): clear bottles with black, white, and green plastic wrap label and screw-on lid. Text on 
product bottle label in white, black, and green. 

"Sample Delivered To" (continued): tracking! ~"'' 1-~------~ 

Date: 01/23/2026 Page: 8 of 8 
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