Establishment Inspection Report	
Barry’s Anabolic Lifestyle Cover-up Organization	Start: 04/29/2021
San Francisco, CA	End: 04/29/2021
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1. [bookmark: _Toc69557994]Background
Barry’s Anabolic Lifestyle Cover-up Organization (BALCO) is located in San Francisco, California. A pre-FDA audit inspection has been scheduled to be conducted on the site by MLB Consulting Inc. A pre-FDA audit is performed to contribute to FDA’s assurance that a manufacturing establishment can manufacture a supplement, and that submitted data are accurate and complete.
2. [bookmark: _Toc69557995]Summary
Current inspection disclosed the following objectionable conditions: Established sampling plans and test procedures are not documented at the time of performance and laboratory procedures do not include the establishment of scientifically sound and appropriate test procedures designed to assure that components and products conform to appropriate standards of identity, strength, quality, and purity. In the “objectionable conditions and possible corrective actions” section, a list of all violations to the current good manufacturing practices (cGMP), was issued and discussed with the plant manager, Victor Conti.  
3. [bookmark: _Toc69557996]Jurisdiction
In California a dietary supplement is defined in the California Code of Regulations as an article (other than tobacco) intended to supplement the diet, and contains specified dietary ingredients1, the assigned inspector audit reviewed all relevant CGMPs systems and practices that fall into CFR Title 21. Specifically, 21 CFR 111 would apply (Appendix 1). 
4. [bookmark: _Toc69557997]Individual responsibility and persons interviewed
On 04/29/2021, the inspector presented his identification to Jose Canseco and Rafael Palmeiro who introduced them to the plant manager, Victor Conti. He identified as the most responsible person of the company. Mr. Conti is responsible for the management of all plant operations, assuring compliance with company’s procedures and regulations established by the FDA.
The following individuals also participated in the inspection and provided relevant information:
1. Mr. Jose Canseco, housekeeper 
2. Mr. Rafael Palmeiro, housekeeper 
3. Mr. Jason Giambi, pouring operator
4. Mr. Jeremy Giambi, pouring operator
5. Mr. Gary Sheffield, crushing and grinding operator
6. Mr. Barry Bonds, crushing and grinding operator
7. Mr. Mark McGwire, lead mixing operator
8. Mr. Sammy Sosa, mixing operator 
9. Mr. Ryan Franklin, tray rotator
10. Mr. Matt Lawton, hot-house worker
11. Mr. Donald Fehr, shop steward
12. Mr. Felix Heredia, pest control technician
13. Mr. Juan Rincon, pest control technician
14. Mr. Jorge Piedra, formulation technician
15. Mr. Agustin Montero, formulation technician
16. Mr. Carlos Almanzar, formulation technician
17. Mr. Alex Sanchez, formulation technician
5. [bookmark: _Toc69557998]Manufacturing /design operations
BALCO’s main product line is Mystery Science 3000. The key ingredient to their line of product is “HR-756” which is available in two forms, an opaque topical ointment (called the “Cream”) and a colorless liquid (called the “Clear”).   Which means, the company currently manufactures and distributes the following profile classes:
· Topical ointment.
· Oral liquid solution.
5.1 [bookmark: _Toc69557999]Quality System:
The coverage of this system comprised a review of training, change control, product release, product rejections, and standard operating procedures. Observation 3, 6, and 9 under the caption “OBJECTIONABLE CONDITIONS AND SUGGESTED CORRECTIVE ACTIONS”, address the failure to uphold standard operating procedures, and adhering to the high quality standards. 
5.2 [bookmark: _Toc69558000]Facilities & Equipment System:
Coverage of this system included an evaluation was limited to equipment calibration and maintenance, documentation practices, building conditions, cleaning of facilities, environmental monitoring. Observation 1, 2, 5, and 11 under the caption “OBJECTIONABLE CONDITIONS AND SUGGESTED CORRECTIVE ACTIONS”, address the failure to uphold high levels of sanitation, prevent contaminants and proper maintenance of the production environment. 
5.3 [bookmark: _Toc69558001]Production System:
The coverage of this system included a visit to the manufacturing areas and a review of standard operating procedures, in-process controls, batch record documents, and personnel practices. Observation 4, 7, 8, 10, and 12 under the caption “OBJECTIONABLE CONDITIONS AND SUGGESTED CORRECTIVE ACTIONS”, address the failure to uphold appropriate personnel practices, and in-process controls. 



6. [bookmark: _Toc69558002]Objectionable conditions and suggested corrective actions
During the audit of your company, the following violations were observed:
	[bookmark: _Hlk68869408]OBSERVATION 1:
Jose Canseco and Rafael Palmeiro, the housekeepers, emerge from the dumpster into the manufacturing facility without undertaking any proper sanitation procedures. 

Reference: 21 CFR 111. 10 (a) – Hygiene practices
Suggested corrective action: The company should implement measures to ensure proper sanitation including hand washing and wearing of protective gear to avoid contamination to the production process. 


	OBSERVATION 2
Jose Canseco fails to wear the appropriate shoes and clothing required for a manufacturing facility. 

Reference: 21 CFR 111. 10 (a) – Hygiene practices
Suggested corrective action: Strict hygiene protocol should be enforced including wearing outer garments and hand washing so that the production processes are protected against contamination with microorganisms.  Persons like Jose should not be allowed into the facility until they wear appropriate shoes and clothing. 


	OBSERVATION 3: 
Jason and Jeremy Giambi take green pulls which is inappropriate action of consuming food in the manufacturing plant. 

Reference: 21 CFR 111. 10 (b) (8)– Desist from eating/chewing food
Suggested corrective action: Ingestion of food such as by chewing should be outlawed in the production process of dietary supplements to maintain high levels of hygiene and avoid microbial contaminants. 

	OBSERVATION 4
Jason and Jeremy Giambi leave the 200 lb. bag of flaxseed open and they are contaminated by a dog’s urine. 
Reference: 21 CFR 111. 10 (a) (1)– preventing microbial contamination
Suggested corrective action: The DS cGMP rule requires that persons who fails to make supervisory observation should be excluded and in this case, the Giambi brothers have failed in upholding due diligent resulting in contamination. The company should set measures to avoid such instances of careless that leads to contamination. 


	OBSERVATION 5
Failure by grinding operators, Gary Sheffield and Barry Bonds, to wear protective face masks and are exposes to fumes from the grinding operations. 

Reference: 21 CFR 111. 10 (b)– Hygiene practices
Suggested corrective action: The operators should wear appropriate clothing including face masks to ensure healthy environment and protection from microbial contamination. 


	OBSERVATION 6:
The grinding operators, Gary Sheffield chews greenies some falling into the mortar providing the risk of contamination. 

Reference: 21 CFR 111. 10 (b) (8) – Desist from eating/chewing food.
Suggested corrective action: The company should have a zero tolerance policy in food consumption and any person found doing so should be excluded from work to avoid any microbial contamination to the production process. 





	OBSERVATION 7:
Mark McGwire, the lead mixing operator fails in his supervisory role as he takes working time away on the phone making a personal call.

Reference: 21 CFR 111. 13– Supervisory requirements
Suggested corrective action: The DS cGMP rule requires that qualified persons should supervise the manufacturing, packaging, labeling, or holding of dietary supplements. McGwire failed in this supervisory role and the company should have a strict policy on compliance of supervisory roles at all levels. 


	OBSERVATION 8
The mixing operator, Sammy Sosa, makes erroneous mixing calibrating solutions and ignores the pH meter LCD display that warns the error of PH in the water. 

Reference: 21 CFR 111. 13– Supervisory requirements
Suggested corrective action: since McGwire failed to supervise, he failed in responsibility. Sosa also failed to undertake due diligence in his roles. The company should have a strict policy on compliance of supervisory roles to ensure standard procedures are followed strictly without fail. 


	OBSERVATION 9:
The tray rotator, Ryan Franklin has a cold and sneezes directly onto the rotating trays contaminating the contents. 

Reference: 21 CFR 111. 10 (a) - Preventing microbial contamination
Suggested corrective action: Sick persons should be excluded in the production process as they are a source of microbial contamination. Persons such as Ryan who are unwell should not be allowed to work, until they are treated and healthy again. 


	OBSERVATION 10:
Donald Fehr, the shop steward, overlooks Franklin’s inappropriate action of sneezing under the guise of protecting the latter since he is unionized and may face disciplinary action. 

Reference: 21 CFR 111.14 – Supervisor Requirements and record keeping
Suggested corrective action: Qualified personnel should supervise production process on the making of dietary supplements and it under sections (a) and (b) proper records must be kept to fulfil all the necessary record keeping requirements. Fehr, the shop steward, failed in record keeping and the company should ensure strict policy in record keeping without any favors or deliberate omission.

	OBSERVATION 11:
Alex Sanchez, a formulation technician, makes risky action of chasing a small furry animal around the work area that may lead to injury, destruction of items and contamination. 

Reference: 21 CFR 111.15 (d) – Pest control
Suggested corrective action: Appropriate procedures should be undertaken to clean and keep pests away, including providing protection from microorganisms. The company should seek professional help in keeping away pests in ways that does not lead to injury or contamination. 


	OBSERVATION 12:
Jose, Mark, and Rafael decide to self-medicate with hypodermic needles having B-12 vitamin shots in an effort to fight of fatigue.

Reference: 21 CFR 111.10 (a)- preventing microbial contamination
Suggested corrective action: Any individual who is a source of contamination due to health grounds should be excluded from work and supervisors notified. It is important for the company to disallow unhealthy and fatigued employees to work with zero tolerance policy on self-medication since it could form basis for contamination. 




7. [bookmark: _Toc69558003]Refusals
No refusals were encountered during this inspection.
8. [bookmark: _Toc69558004]Samples collected
No samples were collected during this audit.

9. [bookmark: _Toc69558005]References
1. California DoPH, Food and Drug Branch, Dietary Supplements: https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/DietarySupplements.aspx 
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10. [bookmark: _Toc69558006]Appendices 
10.1 Appendix 1:  21 CFR 111
TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER B - FOOD FOR HUMAN CONSUMPTION
	 
		PART 111
	CURRENT GOOD MANUFACTURING PRACTICE IN MANUFACTURING, PACKAGING, LABELING, OR HOLDING OPERATIONS FOR DIETARY SUPPLEMENTS



	 


Subpart A - General Provisions
   § 111.1 - Who is subject to this part?
   § 111.3 - What definitions apply to this part?
   § 111.5 - Do other statutory provisions and regulations apply?
Subpart B - Personnel
   § 111.8 - What are the requirements under this subpart B for written procedures?
   § 111.10 - What requirements apply for preventing microbial contamination from sick or infected personnel and for hygienic practices?
   § 111.12 - What personnel qualification requirements apply?
   § 111.13 - What supervisor requirements apply?
   § 111.14 - Under this subpart B, what records must you make and keep?
Subpart C - Physical Plant and Grounds
   § 111.15 - What sanitation requirements apply to your physical plant and grounds?
   § 111.16 - What are the requirements under this subpart C for written procedures?
   § 111.20 - What design and construction requirements apply to your physical plant?
   § 111.23 - Under this subpart C, what records must you make and keep?
Subpart D - Equipment and Utensils
   § 111.25 - What are the requirements under this subpart D for written procedures?
   § 111.27 - What requirements apply to the equipment and utensils that you use?
   § 111.30 - What requirements apply to automated, mechanical, or electronic equipment?
   § 111.35 - Under this subpart D, what records must you make and keep?
Subpart E - Requirement to Establish a Production and Process Control System
   § 111.55 - What are the requirements to implement a production and process control system?
   § 111.60 - What are the design requirements for the production and process control system?
   § 111.65 - What are the requirements for quality control operations?
   § 111.70 - What specifications must you establish?
   § 111.73 - What is your responsibility for determining whether established specifications are met?
   § 111.75 - What must you do to determine whether specifications are met?
   § 111.77 - What must you do if established specifications are not met?
   § 111.80 - What representative samples must you collect?
   § 111.83 - What are the requirements for reserve samples?
   § 111.87 - Who conducts a material review and makes a disposition decision?
   § 111.90 - What requirements apply to treatments, in-process adjustments, and reprocessing when there is a deviation or unanticipated occurrence or when a specification established in accordance with 111.70 is not met?
   § 111.95 - Under this subpart E, what records must you make and keep?
Subpart F - Production and Process Control System: Requirements for Quality Control
   § 111.103 - What are the requirements under this subpart F for written procedures?
   § 111.105 - What must quality control personnel do?
   § 111.110 - What quality control operations are required for laboratory operations associated with the production and process control system?
   § 111.113 - What quality control operations are required for a material review and disposition decision?
   § 111.117 - What quality control operations are required for equipment, instruments, and controls?
   § 111.120 - What quality control operations are required for components, packaging, and labels before use in the manufacture of a dietary supplement?
   § 111.123 - What quality control operations are required for the master manufacturing record, the batch production record, and manufacturing operations?
   § 111.127 - What quality control operations are required for packaging and labeling operations?
   § 111.130 - What quality control operations are required for returned dietary supplements?
   § 111.135 - What quality control operations are required for product complaints?
   § 111.140 - Under this subpart F, what records must you make and keep?
Subpart G - Production and Process Control System: Requirements for Components, Packaging, and Labels and for Product That You Receive for Packaging or Labeling as a Dietary Supplement
   § 111.153 - What are the requirements under this subpart G for written procedures?
   § 111.155 - What requirements apply to components of dietary supplements?
   § 111.160 - What requirements apply to packaging and labels received?
   § 111.165 - What requirements apply to a product received for packaging or labeling as a dietary supplement (and for distribution rather than for return to the supplier)?
   § 111.170 - What requirements apply to rejected components, packaging, and labels, and to rejected products that are received for packaging or labeling as a dietary supplement?
   § 111.180 - Under this subpart G, what records must you make and keep?
Subpart H - Production and Process Control System: Requirements for the Master Manufacturing Record
   § 111.205 - What is the requirement to establish a master manufacturing record?
   § 111.210 - What must the master manufacturing record include?
Subpart I - Production and Process Control System: Requirements for the Batch Production Record
   § 111.255 - What is the requirement to establish a batch production record?
   § 111.260 - What must the batch record include?
Subpart J - Production and Process Control System: Requirements for Laboratory Operations
   § 111.303 - What are the requirements under this subpart J for written procedures?
   § 111.310 - What are the requirements for the laboratory facilities that you use?
   § 111.315 - What are the requirements for laboratory control processes?
   § 111.320 - What requirements apply to laboratory methods for testing and examination?
   § 111.325 - Under this subpart J, what records must you make and keep?
Subpart K - Production and Process Control System: Requirements for Manufacturing Operations
   § 111.353 - What are the requirements under this subpart K for written procedures?
   § 111.355 - What are the design requirements for manufacturing operations?
   § 111.360 - What are the requirements for sanitation?
   § 111.365 - What precautions must you take to prevent contamination?
   § 111.370 - What requirements apply to rejected dietary supplements?
   § 111.375 - Under this subpart K, what records must you make and keep?
Subpart L - Production and Process Control System: Requirements for Packaging and Labeling Operations
   § 111.403 - What are the requirements under this subpart L for written procedures?
   § 111.410 - What requirements apply to packaging and labels?
   § 111.415 - What requirements apply to filling, assembling, packaging, labeling, and related operations?
   § 111.420 - What requirements apply to repackaging and relabeling?
   § 111.425 - What requirements apply to a packaged and labeled dietary supplement that is rejected for distribution?
   § 111.430 - Under this subpart L, what records must you make and keep?
Subpart M - Holding and Distributing
   § 111.453 - What are the requirements under this subpart for M written procedures?
   § 111.455 - What requirements apply to holding components, dietary supplements, packaging, and labels?
   § 111.460 - What requirements apply to holding in-process material?
   § 111.465 - What requirements apply to holding reserve samples of dietary supplements?
   § 111.470 - What requirements apply to distributing dietary supplements?
   § 111.475 - Under this subpart M, what records must you make and keep?
Subpart N - Returned Dietary Supplements
   § 111.503 - What are the requirements under this subpart N for written procedures?
   § 111.510 - What requirements apply when a returned dietary supplement is received?
   § 111.515 - When must a returned dietary supplement be destroyed, or otherwise suitably disposed of?
   § 111.520 - When may a returned dietary supplement be salvaged?
   § 111.525 - What requirements apply to a returned dietary supplement that quality control personnel approve for reprocessing?
   § 111.530 - When must an investigation be conducted of your manufacturing processes and other batches?
   § 111.535 - Under this subpart N, what records must you make and keep?
Subpart O - Product Complaints
   § 111.553 - What are the requirements under this subpart O for written procedures?
   § 111.560 - What requirements apply to the review and investigation of a product complaint?
   § 111.570 - Under this subpart O, what records must you make and keep?
[bookmark: _GoBack]Subpart P - Records and Recordkeeping
   § 111.605 - What requirements apply to the records that you make and keep?
   § 111.610 - What records must be made available to FDA?
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