


Food and Drug Administration Establishment Inspection Report
 

FEI:3007772056 Inspection Start Date: Inspection End Date:06/21/2021 07/02/2021 

Firm Name & Address: Revance Therapeutics Inc , 7555 Gateway Blvd Newark, CA 94560-1152 US 

Related Firm FEI: Name & Address of Related Firm: 

Registration Type Registration Dates 
DEV Device 01/01/2021 02/01/2020 

DRG Drug 03/01/2021 03/01/2020 01/01/2019 

Establishment Type Industry Code 

A Importer/Broker 55 Pharm Necess & Ctnr For Drug/Bio 

A Importer/Broker 57 Bio & Licensed In-Vivo & In-Vitro Diag 

A Importer/Broker 65 Human and Animal Drugs 

A Importer/Broker 75 Chemistry 

A Importer/Broker 79 General & Plastic Surgery 

A Importer/Broker 80 General Hospital/Personal Use 

A Importer/Broker 88 Pathology 

A Importer/Broker 91 Toxicology 

A Importer/Broker 95 Light Emitting Non-Device Products 

M Manufacturer 62 Human and Animal Drugs 

M Manufacturer 65 Human and Animal Drugs 

District Use Code: 
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Food and Drug Administration Establishment Inspection Report
 

Products/ 
Process 

(b) (4)

FEI: 3007772056 Inspection Start Date: 06/21/2021 Inspection End Date: 07/02/2021 

Firm Name & Address: Revance Therapeutics Inc , 7555 Gateway Blvd Newark, CA 94560-1152 US 

Inspection Basis: Surveillance 

Inspected Processes & District Decisions 

MQSA Reschedule Re-Inspection Inspection 
PAC Establishment Type Insp Date Priority Conclusions 
46832M Manufacturer Correction Indicated (CI) 

Final District District Decision
 
Decision? Decision Date District Decision Type Made By Org Name
 

09/13/2021 Official Action Indicated (OAI) Lundi, Carla J CDER-DIA 

Remarks: initial inspection, 
(b) (4)

pplication 

============================================================================================= 
Products/ MQSA Reschedule Re-Inspection Inspection 

PAC Establishment Type 
(b) (4)
Process Insp Date Priority Conclusions 

46832M Manufacturer Correction Indicated (CI) 

Final District District Decision
 
Decision? Decision Date District Decision Type Made By Org Name
 

09/13/2021 Official Action Indicated (OAI) Lundi, Carla J CDER-DIA 

Remarks: initial inspection, Application 
(b) (4)

============================================================================================= 
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Food and Drug Administration Establishment Inspection Report
 

FEI: 3007772056 Inspection Start Date: 06/21/2021 Inspection End Date: 07/02/2021 

Firm Name & Address: Revance Therapeutics Inc , 7555 Gateway Blvd Newark, CA 94560-1152 US 

Products Covered 
Additional Product 

Product Code Est Type Description Description 
(b) (4) Manufacturer Human - Non/Rx Single Ingredient 

(b) (4)

ml(b) (4)

(b) (4)
Small Volume Parenteral < 

(b) (4)
Manufacturer Human - Rx/Single Ingredient 

Active Pharm Ingred/Chems for Further Manuf 

(b) (4)

Assignees Accomplishment Hours 

Employee Name Position Class Hours Credited To PAC Establishment Type Hours 
Lundi, Carla J BUR ORAHQ 46832M Manufacturer 180 

Pedras Vasconcel, Joao A BUR ORAHQ 46832M Manufacturer 15 

Lundi, Carla J BUR CDER-DIA 46832M Manufacturer 100 

Pedras Vasconcel, Joao A BUR ORAHQ 46832M Manufacturer 180 

Process 
(b) (4)

Total Hours: 475 
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Food and Drug Administration Establishment Inspection Report
 

FEI: 3007772056 Inspection Start Date: 06/21/2021 Inspection End Date:07/02/2021 

Firm Name & Address: Revance Therapeutics Inc , 7555 Gateway Blvd Newark, CA 94560-1152 US 

Inspection Refusals: No refusal 

Samples Collected Recall Numbers Related Complaints 
Sample Number Recall Number Consumer Complaint Number 

FDA 483 Responses 

483 Issued?: Y 483 Location: 

Response Response 
Response Type Mode Date Response Summary 
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