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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

12420 Parklawn Drive, Room 2032
Rockville, MD 20857 

DATE(S) OF INSPECTION 

8/3/2022-8/12/2022* 
FEI NUMBER 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

FIRM NAME STREET ADDRESS 

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding a n 
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 representative(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. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 
OBSERVATION 1 
There is a failure to thoroughly review any unexplained discrepancy whether or not the batch has been 
already distributed. 

1. Disclosure 2020-01 was received January 22, 2020, and alleged backdating was occurring by QA 
and QC personnel. The Investigation into disclosure 2020-01 confirmed instances of backdating, 
but was not thorough to evaluate the scope of backdating of records in the QA and QC 
departments. 

a. The investigation did not include interviews of all QA reviewers alleged to have been aware 
of backdating of GMP records or thoroughly evaluate allegations that QA reviewers were 
asked not to document observations in order to avoid Lab Events or Deviations, to ensure 
timely release of products. 

b. The investigation confirmed backdating by employees that had denied participating in 
backdating during their interviews. The investigation did not include a thorough review of 
other work performed by these employees. 

c. A two-day corporate quality audit to assess the backdating risk identified examples of non-
contemporaneous recording in GMP documents, but did not include specific actions that 
would further identify whether backdating was still occurring or the extent of previous 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE(S) SIGNATURE 

Justin A Boyd, Investigator 
Justin A BoydTeresa I Navas, Investigator - Dedicated Investigator
Signed By: 2000358686
Date Signed: 08-12-2022Drug Cadre X 17:26:40 

Jonah S Ufferfilge, Investigator 

DATE ISSUED 

8/12/2022 

FORM FDA 483 (09/08) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS 

* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

12420 Parklawn Drive, Room 2032
Rockville, MD 20857 

DATE(S) OF INSPECTION 

8/3/2022-8/12/2022* 
FEI NUMBER 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

FIRM NAME STREET ADDRESS 

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding a n 
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 representative(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. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 
OBSERVATION 1 
There is a failure to thoroughly review any unexplained discrepancy whether or not the batch has been 
already distributed. 

1. Disclosure 2020-01 was received January 22, 2020, and alleged backdating was occurring by QA 
and QC personnel. The Investigation into disclosure 2020-01 confirmed instances of backdating, 
but was not thorough to evaluate the scope of backdating of records in the QA and QC 
departments. 

a. The investigation did not include interviews of all QA reviewers alleged to have been aware 
of backdating of GMP records or thoroughly evaluate allegations that QA reviewers were 
asked not to document observations in order to avoid Lab Events or Deviations, to ensure 
timely release of products. 

b. The investigation confirmed backdating by employees that had denied participating in 
backdating during their interviews. The investigation did not include a thorough review of 
other work performed by these employees. 

c. A two-day corporate quality audit to assess the backdating risk identified examples of non-
contemporaneous recording in GMP documents, but did not include specific actions that 
would further identify whether backdating was still occurring or the extent of previous 
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Case Study - 1

10



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 2

5



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 2 cont...

6



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 2 cont...

7



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 3

8



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 3 cont...

9



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 3 cont...

10



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 4

11



Case Study - 4             

12



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 5

13



* Company name has been blurred for purpose of confidentiality.
* Highlighted points shows the observations related to stability studies.  

Case Study - 5

14



WARNING LETTER  

Sovereign Pharmaceuticals, LLC  
MARCS-CMS 634233 — OCTOBER 05, 2022  

Delivery Method:  
VIA Electronic Mail  

Product:  
Drugs  

Recipient:  
Mr. Paul D. Hafey  
President 
Sovereign Pharmaceuticals, LLC  
United States 

Issuing Office: 
Office of Pharmaceutical Quality Operations, Division II  
United States  

 
DATE: 10/5/2022 
Case #: 634233  

WARNING LETTER  

Mr. Hafey:  

The U.S. Food and Drug Administration (FDA) inspected your drug manufacturing facility, Sovereign 
Pharmaceuticals, LLC, FEI 3003229412, at 7590 Sand Street, Fort Worth, from April 13 to 22, 2022.  

Your firm failed to establish adequate written responsibilities and procedures applicable 
to the quality control unit and to follow written procedures applicable to the quality 
control unit (21 CFR 211.22(d)).  

During the inspection, we observed that your quality unit (QU) was not effectively exercising its 
responsibilities to oversee the quality of your drug manufacturing operations. In addition, the established 
procedures applicable to the QU were not properly followed. For example:  

A. Your firm’s QU failed to provide adequate quality review and approval for your (b)(4) tablet validation 
reports. Specifically, your QU approved validation reports for varying strengths stating no deviations were 
recorded in the execution of the validation protocols. However, a review of the validation reports showed 
significant errors and omissions, including but not limited to, drum assay failures and a failure to perform 
required RSD calculations for drum assay data.  

B. Your established procedures require initiation of deviations to investigate and determine the impact of stability 
chamber excursions greater than (b)(4). This procedure also states to consider alternate storage for excursions 
expected to exceed (b)(4). However, in multiple instances, your firm did not initiate investigations involving 
excursions lasting more than (b)(4), and up to 10, days.  

Your QU is responsible for fully exercising its authority and responsibilities.  

In your response, you stated that a deviation was opened for the excursions cited by our investigators. You 
committed to initiating (b)(4) checks of the stability chambers and to review the entire system to assess 
improvements in monitoring system devices. You acknowledged the QU’s role and responsibilities in deficiently 
reviewing the validation reports.  

Your response is inadequate. You failed to provide sufficient data to show that your stability samples were not 
negatively impacted by the excursions listed in the observation. In addition, you did not perform a retrospective 
review for other potential similar excursions to take appropriate CAPAs and product impact evaluations. You 
also failed to perform a comprehensive review of similarly impacted systems by a deficient QU.   
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: sales@newtronic.in
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India
International

Visit us on: www.newtronic.in

Email: H.O.:
A-Wing 612-Unit, Kanakia Wall Street,
Chakala, Andheri Kurla Road, Andheri
(East), Mumbai - 400093, India.
T: +91 22 6853 4600

Plant: 
Plot No-1205 & 1206, G.I.D.C. 
Industrial Estate, Road No. 13, 
Umbergaon - 396171, Valsad, 
Gujarat, India.

NEWTRONIC LIFECARE EQUIPMENT PVT. LTD.
ISO 9001:2015 | ISO 13485:2016 | NABL ISO/IEC 17025:2005

*  Newtronic reserve the right to change product specifications without prior notice

service@newtronic.in service.exports@newtronic.in

Domestic:
Ahmedabad
Baddi
Bangalore
Chennai
Delhi
Goa

Hyderabad / Vizag
Indore
Kolkata / Sikkim
Mumbai
Pune

International:

Algeria
Australia
Bangladesh
China
Egypt
Ethiopia
Indonesia
Iran

Iraq
Jordan
Kazakhistan
KSA
Latin America
Malaysia
Morocco
Nepal

New Zealand
Nigeria
Oman
Philippines
Russia
Singapore
Sri Lanka
Thailand

Turkey
Uganda
UK
USA
Vietnam

Vadodara

Newtronic Service Centers:

N
LE

PL
/F

48
3/

04
26

/2
.0

.1

Internationally proven innovative product range

: +91 82918 21223Whatsapp No.


