
 

Food and Drug Administration Establishment Inspection Report 

Date Assigned: 12/20/2016 Inspection Start Date: 02/27/2017 Inspection End Date: 03/08/2017 

Firm Name & Address: Dr. Reddy's Laboratories Ltd. , P1 - P9 V Sez , Phase Iii Duvvada 

Firm Mailing Address: P1 - P9 V Sez, Phase Iii, Duvvada ,Andhra Pradesh ,530046, India 

FEI: 3006549835 JD/TA: County: Est Size: 1,000,000 - 4,999,999 

Phone: ()91 891 270234 District: IOG Profiled: Yes 

Conveyance Type: % Interstate: 100 Inspectional Responsibility:Center/Field 

Endorsement 
Continued from inspection summary 

The current inspection found the firm continues to manufacture sterile injectable and tablet products for the US market. At the 
conclusion of the inspection a 13-item FDA 483 was issued including observations for: investigations into discrepancies were not 
thorough; inadequate procedures for the qualification of visual inspection operators; failure to maintain and evaluate complete data; 
production records do not contain complete and accurate information; procedures designed to prevent microbiological contamination of 
drug products purporting to be sterile are not followed; aseptic processing areas are deficient regarding the system for monitoring 
environmental conditions; procedures for the preparation of master production and control records are not followed; appropriate 
controls are not exercised over computer or related systems; data is not documented contemporaneously; thorough review of documents 
is not performed; procedures for maintenance of equipment had not been established and followed; samples taken for process 
validation are not scientifically justified; and samples collected to evaluate conformance of a batch are not representative. In addition, 
repeated instances of employees providing false or misleading statements was discussed with firm management. 

Firm management promised corrections to all observations and committed to providing an initial written response within 15 business 
days. No samples were collected and there were no refusals. The facility has a current drug registration. 
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SUMMARY 
A for cause inspection and Warning Letter follow-up of this foreign pharmaceutical finished dosage 
manufacturer was conducted per FY17 work plans and assignment #11696932.  The inspection 
covered corrective actions to a corporate Warning Letter 320-16-02 dated November 5, 2015.  The 
firm manufactures profile class SVL, SVS, and TCM.  Coverage was given to compliance program 
7356.002, Drug Manufacturing Inspections, and compliance program 7356.002A, Sterile Drug 
Process Inspections.  The Quality, Facilities & Equipment, Production, and Laboratory systems 
received coverage. 

The previous FDA inspection was conducted 2/26/2015-3/06/2015 and classified OAI. The 
inspection resulted in a Warning Letter dated 05 November 2015.  There was a 20-item FDA 483, 
Inspectional Observations, issued that included observations for: use of malfunctioning equipment to 
manufacture product, failure to initiate an investigation, equipment with difficult to clean surfaces, 
observation of poor aseptic techniques, no smoke studies supporting the use of equipment, dirty 
facility surfaces; process validation protocols failed to include acceptance criteria and a lack of 
statistical sampling representing the manufacturing process; media fills that did not meet the 
established acceptance criteria, no established rationale for media fill interventions and not including 
observed interventions in media fills, batch records fail to identify the operators performing 
operations, no rationale for the placement of temperature probes for monitoring of the media fill 
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Establishment Inspection Report FEI: 3006549835 
Dr. Reddy's Laboratories Ltd. EI Start: 02/27/2017 
Visakhapatnam, India EI End: 03/08/2017 

Location: Plot No. P1 to P9, Phase III 
Duvvada, VSEZ 
Visakhapatnam, India 

Phone: 91 891 270234 
Mailing address: Plot No. P1 to P9, Phase III 

Duvvada, VSEZ 
Visakhapatnam, India 

Dates of inspection: 2/27/2017, 2/28/2017, 3/1/2017, 3/2/2017, 3/3/2017, 3/6/2017, 
3/7/2017, 3/8/2017 

Days in the facility: 8 
Participants: Justin A. Boyd, Investigator 

Toyin B. Oladimeji, Investigator 

This was a joint inspection conducted by Investigator Boyd and Investigator Oladimeji.  Investigator 
Boyd served as the lead investigator.  Portions of this report written by Investigator Oladimeji are 
identified with the initials “TBO”. Portions of the report written by Investigator Boyd are identified 
“JAB”. 

HISTORY 
(JAB) 
Dr. Reddy's Laboratories was established in 1984 by Dr. K Anji Reddy. In 1987 the formulations 
business started. In 1993 Dr. Reddy’s Laboratories entered Research and development by 
establishing Dr. Reddy’s Research Foundation. In 1997 first ANDA with FDA for Ranitidine was 
filed. In 2001 Dr. Reddy’s launched its first generic product (Ranitidine) in the US.  Dr. Reddy’s is 
headquartered at Hyderabad, India.  Dr. Reddy’s has manufacturing locations located in India, 
United States, Mexico, and United Kingdom.  A list of these locations is included as Exhibit JAB 
#1. 

This manufacturing site is located at Duvvada, Visakhapatnam Special Economic Zone, which is 
about 30 km south of Visakhapatnam city (VIZAG), A.P State in India. This site has two 
manufacturing units, Formulation Technical Operation VII (FTO Unit - 7) and Formulation 
Technical Operation IX (FTO Unit - 9). 

FTO Unit -7 
FTO-7 facility is designed to manufacture, process, pack, hold, release and stability monitoring of 
drug products of(b) (4) (b) (4) category & potent drugs using technology. This plant was 
commissioned in the year 2006. Unit FTO-7 was covered during this inspection. 

FTO Unit- 9 
FTO-9 facility is designed to manufacture, process, pack, hold, release and stability monitoring of 
drug products of general injectable,  using  and form fill seal (b) (4) (b) (4)
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Establishment Inspection Report FEI: 3006549835 
Dr. Reddy's Laboratories Ltd. EI Start: 02/27/2017 
Visakhapatnam, India EI End: 03/08/2017 

A list of all of the batches that have been shipped to the US market from January 2015-February 
2017 is included as Exhibit JAB #2. 

JURISDICTION 

(b) (4)

This facility manufactures sterile injectable products including aseptically filled small volume liquid 
vials, terminally sterilized liquid vials, and(b) (4) The campus also manufactures (b) (4) vials.  

dosage products for the US market.  A list of all products for the US market from Unit VII is 
included as Exhibit JAB #3. A list of all products for the US market intended to be manufactured in 
Unit IX is included as Exhibit JAB #4.  A list of all products manufactured on this campus, 
including those for other markets is included as Exhibit JAB #5. 

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED 
At the initiation of this inspection, we presented our FDA credentials and exchanged business cards 
with the most responsible person for this facility, Vikramkumar B Shukla, Vice President 
Operations.  The personnel present for the initiation of the inspection is included as Exhibit JAB #6. 

Top management personnel and their duties include: 
Name Job Title Duties Reports to 
Mr. Satish Reddy Chairman Overall the most responsible person for this company. Board of Directors 
Mr. G V Prasad Co-Chairman & 

Chief Executive 
Officer 

Chief executive officer of the organization.  All employees 
ultimately report to Mr. GV Prasad. Responsible for hiring 
or firing Senior Management. Approves capital budgets 

Board of Directors 

Mr. Ganadhish 
Kamat 

Executive Vice 
President & Global 
Head of Quality 

Overall responsible for Global Quality. Responsible for 
hiring or firing Senior Management. 

Mr. G V Prasad, Chief 
Executive Officer 

Mr. Vikramkumar 
B Shukla 

Vice President ­
Head Injectable & 
Head FTO, Vizag 
Cluster: Operations 

Overall responsible for operation of Vizag cluster including 
FTO 7 and FTO 9. Responsible for hiring or firing of 
managers. 

Mr Prabhakaran Nair, Sr. 
Vice President & Head Mfg. 
FTO-India & EU 

Mr. Manish 
Kumar Choube 

Vice President-
Head Injectable 
Quality 

Over all responsible for Injectable Quality including FTO 7 
and FTO 9. Responsible for hiring or firing of managers. 

Mr. Ganadhish Kamat, 
Executive Vice President & 
Global Head of Quality 

Mr. Debashish 
Panda 

Director - Head 
Quality Assurance 

Head of Quality Assurance for FTO 7 and FTO 9. Mr. Manish Kumar Choube, 
Vice President - Head 
Injectable Quality 

Mr. Laxmikant D 
Tiwari 

Director ­ Head 
Operations 

Overall responsible for Operations related activity and 
decision at FTO 7. 

Mr. Vikramkumar B Shukla, 
Vice President - Head 
Injectable & Head FTO, 
Vizag Cluster: Operations 

Mr. Pralhad Nehe Director ­ Head 
Operations 

Overall responsible for Operations related activity and 
decision at FTO 9. 

Mr. Vikramkumar B Shukla, 
Vice President - Head 
Injectable & Head FTO, 
Vizag Cluster: Operations 
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Establishment Inspection Report FEI: 3006549835 
Dr. Reddy's Laboratories Ltd. EI Start: 02/27/2017 
Visakhapatnam, India EI End: 03/08/2017 

Name Job Title Duties Reports to 
Mr. S 
Karunakaran 

Director - Head 
Quality Control 

Head of Quality Control for FTO 7 and FTO 9. Mr. Manish Kumar Choube, 
Vice President - Head 
Injectable Quality 

Mr. Ch V V 
Satyanarayana 

Associate Director, 
Plant QA Head FTO 
7 

Overall responsible for Quality Assurance related activity 
and decision at FTO 7. 

Mr. Debashish Panda , 
Director - Head Quality 
Assurance, 

Mr. Nayab Rasool 
Dudekula 

Associate Director 
and Head QA, 
Quality Assurance 

Overall responsible for Quality Assurance related activity 
and decision at FTO 9. 

Mr. Debashish Panda , 
Director - Head Quality 
Assurance, 

Mr. Sanjay Patil Associate Director 
and Head 
Microbiology 

Head of Microbiology for FTO 7 and FTO 9. Mr. Manish Kumar Choube , 
Vice President - Head 
Injectable Quality 

The organizational charts are included as Exhibit JAB #7. 

FIRM'S TRAINING PROGRAM 
(JAB) 
I reviewed the training program, which includes GMP training and job specific training.  I reviewed 
training files from selected employees and did not note any significant discrepancies.  During review 
of investigations we found repeated instances that had identified employee errors.  The corrective 
action was to perform additional training.  However, the training was not effective in eliminating the 
repeated employee errors.  This is discussed further in Observation #1. 

MANUFACTURING/DESIGN OPERATIONS 
Quality 
(JAB)
 
I reviewed the written procedure for complaints and their complaint list. I chose examples of
 
complaint investigations to review.  I did not note any significant discrepancies in the records that I
 
reviewed.
 

I reviewed the written procedure and the log for Incident investigations.  I chose examples of
 
Incidents to review.  I found that the Incidents did not include thorough root cause evaluations with 

appropriate follow-up corrective and preventative actions.  This is discussed further in Observation
 
#1.
 

(TBO)
 
OOSs are investigated per SOP FTCQA058-07, Investigation of Out of Specification Results. I
 
reviewed the following OOSs initiated for the products listed below and observed that thorough 

investigations were not performed and appropriate corrective action and preventive action was not
 
implemented. See FDA-483 Observation #1
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Visakhapatnam, India EI End: 03/08/2017 

Injection 
(b) (4)

• 310007380, February 05, 2015 
• 310007615, March 12, 2015 
• 310007627, March 19, 2015  
• 310009348, March 18, 2015 
• 310010150, August 6, 2015 
• 310011171, November 24, 2015 

Injection 
(b) (4)

• 310007275, January 9, 2015 
• 310008334, September 5, 2015 
• 310010420, September 8, 2015 
• 310010591, September 23, 2015 
• 310011071, November 14, 2015 

Injection 
(b) (4)

• 310007780, April 18, 2015 
• 310008815, November, 10, 2015 

Injection 
• 310009250, February 16, 2016  

(b) (4)

• 310009622, May 1, 2016 
• 310009706, May 16, 2016 
• 310008552, September 22, 2016 
• 310009298, February 25, 2016 
• 310010270, August 24, 2016 

Injection 
(b) (4)

• 310009719, February 25, 2016  
• 310009812, June 20, 2016 
• 310009929, July 14, 2016 

Injection 
(b) (4)

• 310010238, August 26, 2016  
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Establishment Inspection Report FEI: 3006549835 
Dr. Reddy's Laboratories Ltd. EI Start: 02/27/2017 
Visakhapatnam, India EI End: 03/08/2017 

Injection 
(b) (4)

•	 310011681 – date not recorded 

Change Control 
Change controls are managed per SOP QM-P02-05. I reviewed the following initiated change 
controls: 
• 200146793, September 4, 2015 – added new specification for injection 

mg/mL for Russia and Ukraine Market 

(b) (4)

(b) (4)

• 200147414, September 9, 2015 – new batch record for (b) (4)

size from (b) (4) (b) (4)
njection to increase batch 

to 
• 200152148, October 16, 2015 – addition of new product	(b) (4)

(b) (4)
 Injection) 

•	 200156130, November 18, 2015 – tightening of total impurities for 
Capsules 

•	 200159998, December 17, 2015 – temporary change to conduct media fill prior to getting 
environmental monitoring results 

•	 200166672, February 9, 2016 – fill volume revision for 
•	 200169776, March 2, 2016 – tightening of yield specification for 

injection (b) (4)

(b) (4)

• 200212332, December 7, 2016 – modification of privileges in the automatic loading and 
unloading system (ALUS) 

No discrepancies were noted with the change controls reviewed. 

Rejects 
The firm does not have a procedure that specifically governs handling of rejects. Mr. Rama Krishna, 
Manager, Quality Assurance, stated that finished products and/or materials are rejected via SAP. I 
reviewed logbooks that identified rejected raw materials, intermediates, and finished products such 
as container closures, filters, and garments.  A review of the garment inspection record revealed that 

(b) (6)the rejected garment (Code No.10012017-07 OG) is currently in use. The gown inspector also 
confirmed that the gown was inspected on 28 February 2017. There is no evidence to show whether 
this garment is in use or discarded. See FDA-483 Observation #4. 

Incidents 
Incidents are investigated per SOP GQA032-00. I reviewed the initiated incidents listed below. 
Objectionable observations were noted for failure to thoroughly investigate the incidents related to 
product leakage to ensure that true root causes have been identified and appropriate corrective 
actions are implemented. See FDA-483 Observation #1. 
•	 200217386, January 6, 2017 - one broken media fill vial 
•	 200210831, November 11, 2016 – power failure for continuous particle monitoring system 

(CPMS) 
•	 200207627, November 10, 2016 – two incubated vials from media fill was missing 
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Establishment Inspection Report FEI: 3006549835 
Dr. Reddy's Laboratories Ltd. EI Start: 02/27/2017 
Visakhapatnam, India EI End: 03/08/2017 

observed that characteristics of fibers were not evaluated for the source on the batches selected for 
review. See FDA-483 Observation #1. 

Batch Record Review 
A review of Injection, batch batch record was performed. I observed that 
verification of process steps are not documented contemporaneously in the batch record. According 

(b) (4) (b) (4)

to the Biometric Access System, the employee who verified and signed the “Checked by” column 
for completion of process step was not present at the time the activity occurred. See FDA-483 
Observation #4. 

Batch Production 
I viewed the filling operation of 

(b) (4)
Injection (b) (4) mg/mL, batch (b) (4) and 

Injection, batch and observed the following: 

(b) (4) (b) (4)

•	 The  covering the HEPA filters inside the  had tears with exposed fibers above 
open and unstoppered vials 

• The  sealant used to seal the lower bottom area of the  appears to be cracking 

• Product leakage was observed on the

•	 Packaged materials that includes clamps, forceps, twist ties, filters, plastics etc. were stacked 
in front of the(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

 exhaust blocking airflow 
 filter in the (b) (4) during the filling 

of 

See FDA-483 Observation #1 & 11. 

Laboratory 
The Unit VII QC chemical lab was expanded and a new microbiology lab was added in 2016.  We 
inspected both of these labs.  We found that the that the QC chemistry lab appeared to have the 
necessary equipment to perform specified analyses, including HPLC, GC, UV, and IR was in place.  
I found the equipment to be identified and within their calibration/qualification periods.  There were 
log books for laboratory equipment and I verified the log books matched with the sample analysis 
that I reviewed.  There were written methods for tests. System suitability was performed for 
chromatographic systems. 

I reviewed raw data from the analytical records for selected batches. I found the presence of 
unreported injections that appeared to be samples, even though they had been labeled as system 
suitability injections.  The retrospective data integrity review for the chromatography systems 
covered Empower, but did not cover Chromeleon. This is described in Observation #3. 

We inspected the microbiology laboratory.  
used.  

(b) (4)
We performed reconciliation of samples and examined 

the condition of the We inspected equipment that included the incubators, sterility testing 
area, endotoxin test equipment, and microbiology identification equipment. We did not note any 
significant discrepancies in the equipment we reviewed. 
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haemolyticus (1 use point). These were similar types of organisms that had been 
identified before (points a-c of this observation), but no corrective actions or 
expanded identifications had been done to evaluate whether they continued to be 

(b) (4)present in the system. 

As a result of the additional identification of objectionable organisms, sanitization 
was again repeated on 11 August 2015 followed by sampling and isolate 
identification. The follow-up sampling resulted in a TNTC result from point 
for the organism Pseudomonas fluorescens. This was documented in Addendum III 

(b) (4)

of investigation 200142186, see Exhibit JAB #24.  The follow-up sampling also 
identified the objectionable organisms Burkholderia cepacia (2 use points) and 
Acinetobacter organisms.  These are documented in Addendum IV of investigation 
200142186, see Exhibit JAB #25.  These findings after sanitization on 31 July 2015 
and 11 August 2015 showed that the sanitization did not appear to be effective to 
eliminate these organisms. 

Sanitization was repeated two more times, on 20 August 2015 and 21 August 2015, 
followed by sampling and isolate identification of all growth.  Follow-up sampling 
again identified the objectionable organisms Burkholderia cepacia (1 use point) on 07 
September 2015 from a sample collected 28 August 2015.  This is documented in 

(b) (4)Addendum V of investigation 200142186, see Exhibit JAB #26. The system 
had already been cleared for use on 04 September 2015.  This is prior to 
implementation of corrective actions identified in the overall investigation and impact 
assessment, see Exhibit JAB #27. No additional actions were specified after the 

(b) (4)additional finding on 07 September 2015.  After the system was released, the 
increased frequency of identifying the organisms recovered did not continue.  

(b) (4)
They 

continue to perform identifications  from the generation and return 
points. 

(b) (4)
The final investigation report justified release of Tablets batch 

(b) (4)

(b) (4)
This product was manufactured for the Australian market and used (b) (4)

in the preparation of the  on 28 July 2015, see Exhibit JAB #28. The 
original finding of Vibrio vulnificus was from samples 23 July 2015.  The 
investigation justified the release of the product based on microbial limits and 
specified organisms testing performed on samples from the batch.  No studies were 
performed to show these existing microbial limits and specified organisms test 
methods could identify Vibrio vulnificus if it was present and no samples were 
submitted for extra testing specific to this organism. 

Further, the same justification of passing microbial limits and specified organisms 
tests was used to justify release of other products.  However no studies were 
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Establishment Inspection Report FEI: 3006549835 
Dr. Reddy's Laboratories Ltd. EI Start: 02/27/2017 
Visakhapatnam, India EI End: 03/08/2017 

Firm management understood this observation.  They acknowledged that the follow-up to the 
Warning Letter had focused on the liquid products, but had missed similar controls for visual 
inspection of the(b) (4)  products. 

OBSERVATION 3 
Failure to maintain complete data to ensure compliance with established specifications and 
standards. 

1. Reported analysis of API lot  was conducted on 18 April 2014.  On 17 April 
2014 there was an unreported sequence of the same method and analytical reference number. The injections included 
samples identified as “Blank” and “Systemsuitability”.  The “Systemsuitability” chromatograms on 17 April 2014 had a 
similar peak profile to the samples injected in the reported analysis on 18 April 2014, but a different peak profile than the 
“Systemsuitability” injections from 18 April 2014. 

(b) (4) (b) (4)

There was no incident investigation initiated for this test and there is no explanation in the analytical records for the 
unreported sequence. At the time there was no requirement for review of the sequence audit trails from the Chromeleon 
software and no retrospective review of previously generated data was performed when review of the sequence audit 
trails was started in April of 2015. 

The corporate FDA Warning Letter issued to Dr. Reddy’s on 05 November 2015 identified similar data integrity 
concerns at another site.  Investigation and retrospective review for data integrity was not extended to the Chromeleon 
chromatography data generated at this site. 

2. Video recordings of the media fill are required to be made per the media fill protocols and must be reviewed by QA. 
(b) (4)These video recordings for media fill batches  have since been destroyed. 

—— 
Supporting Evidence and Relevance: 

1.	 (JAB) The corporate FDA Warning Letter issued to Dr. Reddy’s on 05 November 2015 
identified data integrity concerns at other Dr. Reddy sites.  This included unreported extra 
analysis.  As part of the response to the Warning Letter, a commitment was made to 
investigate and conduct retrospective reviews for data integrity.  This review was not 
extended to the Chromeleon chromatography data generated at this site. 

We reviewed the Chromeleon chromatography data.  Most samples are currently tested using 

On 17 April 2014 there sequence 057023_RS_002 included a series of injections identified 
with the sample name “Systemsuitability” and “Blank”.  This sequence is included as 
Exhibit JAB #38. 
same vial position,(b) (4)

It identifies that all of the “Systemsuitability” samples came from the 
  The chromatograms are included as Exhibit JAB #39. The area 

counts for the primary peak are as follows: 

the Empower systems, but one Chromeleon system remains in use.  During our review of the 
analysis of API lot  we observed what appeared to be 
unreported sample analysis prior to the official analysis. 

(b) (4)(b) (4)
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Injection Time Area of the Main Peak 
4/17/14 14:21 
4/17/14 14:52 
4/17/14 15:50 
4/17/14 16:11 
4/17/14 16:41 
4/17/14 
4/18/14 10:32 
4/18/14 11:11 

(b) (4)

(b) (4)

(b) (4)

This sequence had unexplained delays between injections.  
came from the same vial position(b) (4)

Further, the last injection, which 
 had a significantly lower area count for the main 

peak. 

The reported run for  API lot  occurred on 18 April 
2014 under sequence 057023_RS_003.  It started just after the end of the last injection in 
057023 RS 002. The record of analysis, including all chromatograms for  API lot 

 is included as Exhibit JAB #40. The area counts for the primary peak are as 
follows: 

(b) (4) (b) (4)

(b) (4)

(b) (4)

Injection Time Name Area of the Main Peak 
4/18/14 11:41 Blank 
4/18/14 12:12 Blank 
4/18/14 12:42 Systemsuitability 
4/18/14 13:13 Blank 
4/18/14 16:11 Sample 
4/18/14 16:42 Blank 
4/18/14 Sample 

4/18/14 Blank 
4/18/14 B_Systemsuitability 

Although the chromatograms for the sample injected at and the Systemsuitability 
injected at were not included in the copies we requested, I observed during my review 
that the sample injection had an area of approximately and the Systemsuitability 
injection had an area of approximately 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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” signs for witnessing this 
step.  The biometric access shows he was entering the Block

(b) (6)
 building from 

the outside at 16:54:35, see Exhibit JAB #45. If 

iii.	 Page #65 of the batch record (page #67 in Exhibit JAB #43
(b) (6)

), documents 

(b) 
(4)

sterilized seals addition at 16:49 to 16:50 and 

” was present to watch 
the steps at 16:49-16:50, he would not have enough time to remove gowning 
from the sterile area, travel to the second change room, change from plant 
clothes into clothes for outside, exit the building, and then enter back into the 
building at 16:54:35. 

iv.	 The biometric entry data does not show the employee entering the change 
(b) (4)

room to enter the “Filling Area Block” until 08:34:43 on 25 October 

(b) (4)

2016, see Exhibit JAB #45. 
on 24 October 2016 until(b) (4)

However, the employee performs many 
(b) (4)activities from approximately 

of 24 October 2016.  Page #34 of the batch record 
(page #33 in Exhibit JAB #43), in-process checks for the 
are documented to be performed at 

  Examples include, but are not limited to Page #36 of the batch 
record (page #37 in 
pressures, temperatures, and speeds of the 

(b) (4)

Exhibit JAB #43

(b) (4)

(b) (4)

(b) (4)

), documentation of differential 
were (b) (4)

recorded at and 

On 03 March 2017, I spoke with ” about these findings.  He told me that he is 
always present for the steps he signs for.  

(b) (6)

I gave examples and he told me he would 
be standing with the operator to observe steps such as those described in points ii and 
iii.  I asked for an explanation of the time discrepancies between his statements, the 
batch record, and the biometric entry records.  He could not explain, but insisted he 
would be present to document contemporaneously. 

As I found more examples of time discrepancies, I asked to speak with him again.  He 
initially again repeated that he was always present, but ultimately confirmed he may 
verify some steps at a later time.  A pattern of employee providing false and 
misleading information to us is described further in the Refusals section of this 
report. 

(process instructions) was not present at the time of performance. Step  was 
“Checked by” column for completion of process step  of the batch record 

b. (TBO) On March 3, 2017, I reviewed Injection, batch batch 
record (Exhibit TBO23). I noted that the operator who verified and signed the 

(b) (4) (b) (4)

(b) (4)

(b) (4)

System (Exhibit TBO24), the operator was at the exterior entrance to the block at 
performed between 14:00 to 14:10. However, according to the Biometric Access 

(b) 
(4)

14:04, and entered the change room for the critical area at 14:21. I interviewed the 
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4. (JAB) Visual inspection records for show that there were only two vials rejected for 
“Black Particles”, see 

(b) (4)
Exhibit JAB #48

(b) (4)

. However, the defect library identifies one vial from 
batch with black particles is part of the library, see page #9 of Exhibit JAB #33. I 
inspected the defect library and confirmed this vial was present. 

I also reviewed analytical request records which show two additional vials from batch 
were submitted for identification of black particles to an outside lab, see Exhibit JAB #49

(b) (4)

. 
These results were not yet available. 

This is a total of three vials.  Yet, the visual inspection records which are signed by the 
inspectors and verified by a supervisor only document there being two vials found with black 
particles. 

Discussion with Management:
 
Firm management understood this observation.  They explained their preliminary investigation had 

found a gown with the same number as the gown described in point #3 was used in FT09.  They
 
were investigating how it may have ended up in the FTO7 waste bags and the FTO7 waste area.
 

OBSERVATION 5 
Written procedures designed to prevent microbiological contamination of drug products purporting 
to be sterile are not followed, including validation of all aseptic process. 

activities have not been established.  For example, document FT 7PR155/A07 “Media Fill Participation List of Personnel 
for Performing Aseptic Activities” identifies that operator  are “qualified for performing 
aseptic activities” based on the media fill conducted 12 January 2017. The corresponding media fill batch record does 
not document these personnel performing aseptic operations. 

operators were in the room.  The biometric access data for this time period does not show the entrance of people 
into the filling area. 

(b) 
(4)

2. There are no entrance or exit logs to show which operators were present and when they were present in the filling 
  The intervention of maximum(b) 

(4)  people in the room during media fill batch(b) (4)

(b) 
(4)

room.  does not document which 

1. Requirements of what activities need to be performed during a media fill to qualify a person to perform aseptic 

 and(b) (6) (b) (6)

3. On 07 March 2017, upon entering the line illing area, operators were already in the room, exceeding the limit of 
which was qualified during media fills. 

(b) 
(4)

(b) 
(4)

(b) (4)

4. On 27 February 2017, during the filling operation of Injection mg/mL, batch(b) (4)  sample bags, 
plastic wrappers from environmental monitoring media, and packaged materials that included clamps, forceps, twist ties, 

(b) (4) (b) 
(4)

(b) (4)and filters were observed to be partially blocking the air returns inside of the 

5. Procedure OPR518-00 “Operation of Online Continuous Particle Monitoring System (Line ” does not describe (b) 
(4)

actions to take when non-viable particle counts are exceeded during set-up.  On 07 March 2017 an alarm for action level 
of the non-viable particle counts occurred just prior to performing aseptic connections.  The personnel performing 
activities did not stop working when the alarm occurred. 
—— 
Supporting Evidence and Relevance: 
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3. There is no effective process to ensure reconciliation of documents.  QA does not reconcile the forms issued and the 
forms returned if no additional pages are re-issued.  Reconciliation when additional pages were issued was found to be 
ineffective in detecting discrepancies.  For example, 5 pages issued for Analytical Record 890000853527 could not be 
found in the archived data on 01 March 2017. The reconciliation of this batch had noted no discrepancies at the time it 
was archived.  The 5 extra pages were later found filed with Analytical Record 890000853752. This record had also 
been reconciled, but the five extra pages were not detected. 
—— 
Supporting Evidence and Relevance: 

1.	 (JAB) We inspected general use computers in the microbiology laboratory.  All analysts had 
access to a shared drive. This shared drive had the master copies of raw data forms.  These 
forms were saved in a Microsoft Word format and could be modified with batch information 
and printed.  

Routinely an analyst would generate the form through SAP.  The SAP would assign the 
associated sample number and include a date printed.  An example would look like the form 
included in Exhibit JAB #59. However, an analyst could enter the same information into 
one of the blank master forms and create a form that is indistinguishable from a form 
generated through SAP. 

Examples of raw data sheets included, but are not limited to sterility testing forms and 
microbial limits test forms. I had an analyst enter “FDA Test” instead of a specification 
number and the same sample number as the listed in the SAP form included as Exhibit JAB 
#59. This was done on a blank sterility test form to demonstrate the information could be 
changed, see Exhibit JAB #60. 

2.	 (JAB) Blank GMP forms are printed from the SAP system by the laboratory or production 
personnel.  These forms are printed on yellow paper (laboratory forms) or blue paper (batch 
record pages).  The analysts and production personnel were observed to have access to this 
colored paper and to photocopying machines.  Copies would be indistinguishable from a 
form generated through SAP. 

3.	 (JAB) QA does not have a system to effectively reconcile the forms that are issued and the 
forms that are returned.  There is no requirement to perform a reconciliation to verify all 
issued forms are returned if the original form is not re-issued.  This can be seen in the 
document issuance log included as Exhibit JAB #61. There are blanks for the 
checked/verified returned documents. 

If there are extra pages issued then the QA is supposed to reconcile the forms. I reviewed the 
analytical record 890000853527 documented in the issuance log included as Exhibit JAB 
#61. The log noted no discrepancies at the time it was archived. It identifies 17 pages were 
issued and 11 were later reissued.  A total of 122 were archived, which includes issued pages 
and attached chromatograms.  The 122 matched the total number I counted in the archived 
documents and includes the issued pages with raw data and printouts such as chromatograms.  
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However, when I counted just the issued pages, of which there should have been 28 (11+17), 
I found that there were five pages missing.  

After searching through many documents, the QA personnel eventually found the five 
missing pages archived with Analytical Record 890000853752.  This document had also 
been reconciled and no discrepancies had been noted, despite the five extra pages.  

Discussion with Management:
 
Firm management understood this observation and had no specific comments during the closeout
 
discussions.  


OBSERVATION 8 
Appropriate controls are not exercised over computer or related systems to assure that changes to 
master production records and control records or other records are instituted only by authorized 
personnel. 

1. General computers are used in the laboratories and production areas.  The personnel can create and delete files on 
these systems without oversight or specific procedures to describe how the computers are to be used.  During the 
inspection recent files were observed to have been deleted off these computers, the computer “Recycle Bins” were 
emptied, and in some cases the personnel had deleted the “Recent” document list in programs such as Microsoft Word 
and Excel. 

Further, when asked about these activities during the inspection, an employee from the chemistry laboratory, two 
employees from the microbiology laboratory, and two employees from the production department provided repeated 
false and misleading statements before later admitting they had recently deleted files from the computers. 

2. Filter integrity test results can be deleted from the Sartorius tester. A demonstration of the deletion process was 
performed by a production employee on 02 March 2017. 

3. integrity test results can be deleted. A demonstration of the deletion process was demonstrated by a production 
(b) (4)

em e. 

4. The production supervisor has access to change date/time on the(b) (4)  PLC (Programmable Logic 
Controller). 
—— 
Supporting Evidence and Relevance: 

1.	 (JAB) We observed that the laboratories and production areas had general use computers in 
which personnel were using Microsoft Word and Microsoft Excel.  There were no procedures 
to describe the use or quality oversight of how these computers were used.  These computers 
had blank master records like those discussed in point #1 of Observation #7. The personnel 
can create and delete files on these systems. 

During the inspection I attempted to review these computers to evaluate how they were being 
used in the GMP production areas and GMP laboratories.  I found that recent files were listed 
in Microsoft Word and Microsoft Excel.  However, these files would not open since they had 
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been recently deleted and the “Recycle Bins” had been emptied.  When I asked analysts 
about how or why the documents were deleted, or what the documents had been used for, I 
was repeatedly provided false and misleading statements by employees in the chemistry 
laboratory, the microbiology laboratory, and the production area. 

After we had first discovered documents had been deleted by looking at the “Recent” 
documents in Microsoft Word and Excel software, on subsequent days we found that 
employees had also started deleting the “Recent” documents.  When asked about whether 
they had done this and why they had done, the personnel again provided false and misleading 
information.   

Some examples of documents that appeared to be GMP related included “Gram Negative 
(b) (4)Isolates Identified”, “Risk Assessment , and “Filling Room Excursions”. A full 

description of what occurred and what we were told is described in the Refusals section of 
this report.  

2. (TBO) On March 2, 2017, while inspecting the filling area line 
(b) (6)

(b) 
(4) I asked the production 

operator  to demonstrate the use of the filter integrity tester. When he accessed the 
results stored on the device, I asked him if results can be deleted, he replied that files can be 
deleted when the memory is full. He demonstrated how test results are deleted. Photographs 
of the deletion process are attached as Exhibit TBO26, photos 7 - 10.    

3.	 (JAB) On 02 March 2017 we inspected the filling area for line #
integrity testing device.(b) (4)

(b) 
(4)   A production supervisor 

demonstrated the use of the   When he accessed the data there 
was an opportunity for him to delete test results.  There are three profiles in the system: 
operators, production supervisors, and administrators (which are IT employees).  Individual 
operators were unable to delete results.  We discussed how the production supervisors 
responsible for reviewing and approving data should not have the ability to delete data. 

 Photographs are attached as Exhibit TBO26, 
photos 15 &16. 

Discussion with Management:
 
Firm management understood this observation.  They explained that they do review audit trails and
 
any deletion of files would be detected during the audit trail review.
 

4. (TBO) On March 2, 2017, a production supervisor demonstrated the use of the controls on 
the  via the PLC. When he accessed the settings of the system, I noted he 
can change the date/time on the

(b) (4)

(b) (4)

OBSERVATION 9 
Data is not documented contemporaneously. 
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1. (b) (4) sampling records and environmental monitoring records are not made at the time of sampling.  The records are 
made at a later time when the samples are delivered to the laboratory.  Additionally, the person collecting the samples 
does not sign or date the record, which is a REPEAT OBSERVATION from the 06 March 2015 FDA 483. 

(b) (4)
plates, ouch plates, and swabs used for surface monitoring are not labeled at the time the samples are 

collected. The media is left in place unlabeled until all samples are collected. 

(b) (4)

3. A missing entry in the batch record for batch (b) (4) was made at a later time without any indication that it had not 
been made contemporaneously. 
—— 
Supporting Evidence and Relevance: 

1. I reviewed 
(JAB) 

sampling records, see Exhibit JAB #62, and environmental monitoring 
records, see 

(b) (4)

Exhibit JAB #57. I found that these records are not made at the time of 
sampling.  The records are made at a later time when the samples are delivered to the 
laboratory.  The logbooks or forms do not leave the laboratory, where the sampling is 
actually performed.  The laboratory personnel confirmed that records can be made by 
different personnel than actually collect the samples.  The person making the record will 
enter the name of the “sampled by” person rather than that person signing for the sampling 
that they had performed. 

The 06 March 2015 FDA 483 had cited instances in which a supervisor wrote in the names of 
personnel performing tasks rather than those people signing for themselves.   

2. On 27 March 2017 I watched surface monitoring inside of the   The analyst used 
unlabeled plates to perform monitoring and then placed them in various locations.  

was opened, the plates were then labeled.  (b) (4)

(b) (4)

After the 
sampling was completed and the The 
operator had to remember which sample was which based on where it had been placed.  
During the sampling I observed these plates get moved around to sample different areas.  

(b) (4)
I 

also observed that sterile markers were used in the to label air monitoring plates at 
the time of sampling.  However, the analyst performing the surface monitoring did not label 
his plates at the time. 

3.	 Point #2 of Observation #1 describes repeated instances of documentation errors.  
(b) (4) (b) (4)

I
 
reviewed the batch record for
 Injection batch that was found with 
errors. A list of all errors is included as Exhibit JAB #63. 

One of the errors was a missed signature on a label verification page.  When I reviewed this 
page I found no missing signatures, see Exhibit JAB #64. I was informed the responsible 
individual would have been informed of the missing signature and made the signature at a 
later time. In correcting the error, there was no note as required by the established Good 
Documentation Practices, procedure,  that indicated that the entry was made at a later date. 
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Discussion with Management:
 
Firm management understood this observation and had no specific comments during the closeout
 
discussions.  


OBSERVATION 10 
Thorough review of documents is not performed. 

Documentation of settle plates in logbook FT7QC228/F13-00 was done two different ways.  Some analysts recorded the 
start time and end time of the exposure.  More commonly the analyst recorded only the amount of time it took to open 
the plate and did not record the end time of exposure in the record. The person reviewing the documentation signed both 
ways as being approved. 
—— 
Supporting Evidence and Relevance: 
I reviewed logbook FT7QC228/F13-00 for settle plates exposed during our inspection of Line on 

(b) 
(4)

(b) (4)27 February 2017 of batch I observed that the “From” and “To” times were only a few 
minutes apart, see Exhibit JAB #65. I asked the microbiologists responsible and he explained that 
they were recording the amount of time it took them to open and expose the plates, not the total 
exposure time.  

(b) (4)
He reported that he didn’t actually document the end of the exposure time unless it 

was less than In that case the actual time was written on the control plate and then the 
information was used to make the record upon return to the microbiology laboratory.  Records are 
not made contemporaneously, as described in point #1 of Observation #9. 

During my review of the logbook I found examples of analysts documenting the same way, writing
 
only to time to open plates, such as batch (b) (4) see Exhibit JAB #66. These had been signed
 
and approved by the document reviewer.  I also found in the same logbook that other analysts had 

documented the “From” and “To” as the total exposure time, such as batch(b) (4)  see Exhibit
 
JAB #67.  These had also been signed and approved by the same reviewer.  My discussion with 

analysts could not confirm exactly which way they were supposed to do the documentation and it
 
wasn’t clearly defined in any procedure.  However, I explained that it appeared the reviewer did not 

detect that one of the ways was incorrect.
 

Discussion with Management:
 
Firm management understood this observation and had no specific comments during the closeout
 
discussions.  


OBSERVATION 11 
Procedures for maintenance of equipment had not been established and followed. 

1. The (b) (4) sealant used to seal the lower bottom area of the (b) (4) used for filling line # 
(b) 
(4)appears to be cracking. 

2. The (b) (4)

(b) (4)
covering the HEPA filters inside of the (b) (4)  of filling line had tears with exposed fibers above the (b) 

(4)

incoming vial 
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(TBO) On March 7, 2017, I reviewed the process performance qualification for 
(b) (4) (b) (4)Injection 

(b) (4)

mg/vial, batch (Exhibit TBO28) with Mr. Sitaram Potnuro, Assistant Manager, 
Manufacturing Science and Technology. The PPQ report did not establish or evaluate statistical 
criteria for the samples collected. The number of samples tested for the study was limited to the 
number of vials required for conducting the tests for each routine batch. There was no increase in the 
number of samplings to support the process validation activities. According to the batch record 

(b) (4)
(Exhibit TBO29), vials were collected for finished product release testing. There is no sampling 
plan to support how the samples were collected during batch production. Mr. Potnuro stated that 
samples needed for testing were collected and he did not know how the samples were collected. 

Discussion with Management:
 
Firm management understood this observation and had no specific comments during the closeout
 
discussions.  


OBSERVATION 13 
Samples collected to evaluate conformance of a batch are not representative. 

Samples taken for bioburden and endotoxin monitoring of unfiltered bulk product are taken at the conclusion of 
compounding activities.

(b) (4)
  During the subsequent testing for release of the bulk and preparation for filling (which was 

(b) (4)observed to take up to  as well as the filling process (which can take up to  the bulk product 
remains unfiltered. 
—— 
Supporting Evidence and Relevance:
 
(JAB)
 
Pre-filtration samples are taken to evaluate bioburden and endotoxin.  

(b) (4)
These samples are taken at the
 

end of compounding.  The product is not 
 filtered until the time of filling. It remains unfiltered 
in the compounding tank. 

On 02 March 2017 I observed that the time from when the sample was taken and the start of the
 
filling process was approximately(b) (4) (b) (4)  The filling is permitted to take up to 

We discussed how sampling at the end of compounding may not be representative if the bioburden 

increases during the filling process while it remains in an unfiltered state.
 

Discussion with Management:
 
Firm management understood this observation.  They stated they have
 

(b) (4)
bulk hold time 

studies for their products.  They also indicated that as a corrective action, they planned to start 
sampling at the end of the filling process. 

REFUSALS 
Over multiple days in multiple departments we were provided false and misleading answers to the 
questions that we asked employees.  We repeatedly expressed our concerns directly to the most 
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responsible personnel present, Mr. Shukla, Vice President of Operations, and Mr. Choube, Vice 
President of Quality, at the time of these incidents.  We also expressed our concerns at the start of 
the day on numerous days.  However, the pattern of providing false and misleading statements 
persisted throughout the inspection.  

On 27 March 2017 during inspection of the QC laboratory we observed an employee, (b) (6)

working on a general computer in one of the HPLC rooms.  The computer was not connected to the 
Empower network, but had access to the SAP system and programs such as Microsoft Excel, 
Microsoft Word, and Adobe.  The employee explained that the computer was used for printing 
labels, reviewing and revising SOPs, or trending of data. 

I asked him to show me Microsoft Word and Microsoft Excel.  Upon opening the software I 
observed a list of “Recent” documents that had been opened with Word.  Pictures are included as 
page #1 of Exhibit JAB #70.  These included documents such as “Calibration Report for Agilent 
HPLC” or “Label for Calibration”.  The file path indicated these were saved in places such as the 
Desktop, “My Documents” or the D: drive of the computer, which was a local drive specific to this 
analyst.  When we attempted to open the documents an error was received indicating the file could 
not be found, see Exhibit JAB #71. When I checked the desktop and D: drive, I found that none of 
these documents were present.  The “Recycling Bin” that would contain deleted files prior to final 
deletion was also empty. 

I asked the analyst if these files had been deleted and he told me “No”.  I asked why I did not see 
them and he told me he did not know.  I opened the Excel files and similarly observed multiple 
documents in the “Recent” folder, see page #2 of Exhibit JAB #70.  These included documents such 
as “Balance Accuracy”, “Flow Calculation” and “HPLC Linearity”. These files could not be opened 
and were not present on the computer Desktop or local D: drive.  I asked again if the files had been 
deleted and he told me “No”.  I showed him that the files had existed and recently saved on his 
computer, but were now gone. I asked again if the files were deleted and he told me “Yes”. 

I asked him why they were deleted and he told me he could not remember. I pointed out that some 
of the files had titles suggesting they were very recent, such as “SOP Index 25-02-2017”, a date two 
days earlier.  He then stated that his computer was slow, so he had contacted IT and IT had deleted 
everything.  I asked him when this occurred and he told me he could not remember.  He never 
provided an answer, though it appeared based on the name of the files it would have been after 25 
February 2017 and before our inspection of the area on 26 February 2017. 

I asked IT people to explain what had occurred.  The IT personnel, including Mr. Laxmixharan 
Acharya, Manager IT, arrived and stated they had not done anything to this computer. 
the files were remotely deleted and they said “No”. I asked the analyst(b) (6)

I asked if 
 who from IT had 

done this and he told me he could not remember the person’s name.  The IT personnel indicated the 
files would have had to been deleted at the work station.  The IT personnel confirmed that the 
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analyst(b) (6)  would have had to have logged on for them and been knowledgeable of what 
occurred if he had not deleted the files himself. 

Mr. Choube, Head of Quality of Injectables was present. I explained that this employee had 
provided me what appeared to be false, misleading, and incomplete answers about the deletion of 
these files.  I explained that this was unacceptable and asked him to ensure all of the employees 
answer my questions directly and honestly. 

On 28 March 2107, I repeated my concerns prior to starting the inspection to all of the gathered 
upper management that the employee appeared to have provided me false and misleading 
information.  Mr. Shukla and Mr. Choube, ensured me that they had communicated to all employees 
the need to answer our questions honestly. 

(b) (6)

Later in the morning we inspected the QC microbiology laboratory.  I observed a general computer 
I asked the employee, Mr. (b) 

(6)in the room where the incubators are located and plates are read. 
a microbiologist that was working in the room upon arrival to logon to the computer for us. 

We again observed that “Recent” documents listed in both Word and Excel listed numerous 
(b) (4)documents, see Exhibit JAB #72.  These included documents such as “Risk Assessment 

EM” and “Rationales”.  The documents were identified to be on the desktop and Z: drive.  When we 
attempted to open these documents we received an error indicating the files were unavailable, see 
Exhibit JAB #73.  I confirmed that there were no files on the Desktop or the Z: drive and that the 
Recycle Bin was empty.  Further, the Z: drive was not mapped to this user. 

I asked Mr. if he had deleted files and he told me “No”.  I asked why I didn’t see the files if 
they had not been deleted.

(b) (6)

  He stated the computer was shared use and maybe somebody else had 
deleted them. I asked whether the login to the computer was shared and he told me each analyst that 
shares the computer uses their own.  I asked how someone else could have deleted his files and he 
did not answer. 

I then asked a second analyst to logon to the computer, Mr. microbiologist.  This local 
computer for this analyst similarly had no files on the Desktop and the computer was not mapped to 

(b) (6)

the Z: drive.  The “Recycle Bin”, which must be manually emptied, had no files in it.  However, the 
recent document tabs in Word and Excel identified documents with save locations on the Desktop 
and Z: drive, see Exhibit JAB #74. The same error was received when attempting to open these 

(b) (6)files, see Exhibit JAB #75. I asked Mr. whether he deleted these documents and he said 
“No”. 

I also confirmed that the files when logged in under Mr. were different from Mr.  to 
confirm that only when logged in under their own name will the documents be visible and available 

(b) (6) (b) (6)

(b) (6)for deletion.  I then asked Mr. again whether he had deleted the files seen when he had been 
logged in.  He changed his answer to “Yes” he had deleted them. I asked him why he had deleted 
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them and he told me he could not remember.  I asked him when he had deleted them and he told me 
he could not remember.  

I reminded him that the titles of the documents, such as EM Trends for February 2017, indicated 
these were recent documents and that he reported he uses this computer on a daily basis.  Since there 
were no documents in any of the folders, it appeared deletion was done recently.  He then told me he 
deletes the documents he no longer needs. 

I asked Mr. again if he had deleted the files and he also changed his answer to “yes”.
(b) (6)

  He 
then provided the same answer as Mr. 

(b) (6)

that he deleted the files since they were no longer 
needed. I asked whether they were instructed to delete these files by someone else and both told me 
they had done so on their own. 

Mr. Choube was again present during this discussion.  Immediately at the conclusion of the 
discussion I spoke to Mr. Choube and explained that the false and misleading information that these 
employees had provided us was unacceptable and that it had caused delays in our ability to conduct 
our inspection.  The following morning, 01 March 2017, I repeated this statement to the upper 
management team prior to starting the inspection for the day. Mr. Shukla stated they would be 
transparent and did not intend to mislead us.  He explained all employees had been instructed to 
answer our questions truthfully and directly. 

Later in the morning we inspected the production Block(b) (4) During the inspection we observed 
additional computers in a general office area.  Mr. Pradeep Mohrana, Resource Production Manager, 
reported he was a user of one of the computers.  He explained that he used the computers to work on 
investigations, change controls, procedure updates, and other documents as necessary, all in 
Microsoft Word.  He also reported he gathered data and performed trending using Microsoft Excel. 
When we inspected his computer we found no files on the Desktop or any of the networked drives.  
The “Recycle Bin”, which must be manually emptied, had no files in it.  When I opened Microsoft 
Excel I observed that it had no documents listed in the “Recent” document list. When I opened 
Microsoft Word, the only “Recent” document list were related to an investigation Mr. Mohrana had 
been working on that morning, see Exhibit JAB #76.  There were no documents from previous 
days. 

I asked Mr. Mohrana if he had deleted documents that had been saved on his computer.  He told me 
“No”. This is inconsistent with his description that he uses the computer, with Microsoft Word and 
Excel, on a daily basis. I asked whether he cleared the documents of the “Recent” list.  He told me 
“No”. I asked whether he knew how to clear the recent documents and he told me “No”.  Since he 
reported that he used the computer with Word and Excel on a daily basis, I asked how it was 
possible there were  no documents on his “Recent” list.  He did not answer me. 

At the same time I interviewed Mr. Mohrana, Investigator Oladimeji interviewed a second 
(b) (6)production operator that worked in the same area, Mr. 
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(TBO) On February 28, 2017 during inspection of the production area, I asked Mr.(b) (6)  to open 
Microsoft Word on his computer.  Upon opening the software I observed that “Recent” documents 
that had been opened with Word were deleted. I asked him to open the D: drive, it was also empty. 
When he opened the network drive, I noted four Word files that were recently modified on 
02/22/2017 and 02/24/2017 on the network. I asked him why these files are not in the “Recent” 
documents.  He initially stated he did not know.  After further questions he stated that he cleared the 
“Recent” documents, deleted documents from the D: drive, emptied the recycle bin, and disabled the 

(b) (6)“Recent” document feature from displaying documents that have been created. I asked Mr 
when and why he disabled the feature. He responded that he disabled the feature on February 25th or 
26th, 2017. He did not provide explanation why he deleted documents and disabled the feature. 
Photographs of the computer screen and attached as Exhibit TBO26, photos 27 - 29. 

(JAB) After Investigator Oladimeji confirmed that Mr  had deleted files on the computer and 
cleared the “Recent” list, I spoke to Mr. Shukla and Mr. Choube.  

(b) (6)

I explained that it again appeared 
an employee, Mr. Mohrana, was providing false and misleading information to me, despite the 
repeated discussions that had already been had regarding employees providing truthful answers and 
assurances from Mr. Shukla that all employees would answer our questions honestly.  Mr. Shukla 
told Mr. Mohrana to answer my questions honestly. 

Mr. Mohrana then confirmed he had deleted the files saved on his computer, emptied the “Recycle 
Bin”, and cleared his “Recent” list, all different than his initial answers.  He had previously told me 
he did not know how to clear the recent list.  He then proceeded to demonstrate how to clear the 
“Recent” list, confirming he did know how to it.  I asked him why he had done this and why he had 
provided me different answers.  He stated that he was “fearful” due to the inspection. 

On the morning of 02 March 2017, for the third consecutive day, prior to the start of the inspection I 
spoke with the upper management team about the untruthful information provided to us by 
employees. 

On the afternoon of 02 March 2017 I followed up further on the computers in the microbiology 
I observed the “Recent” documents on the(b) (4)laboratory.   employees that had logged in included 

files saved on the Z: drive, see Exhibit JAB #72 and #74. However, the Z: drive was not mapped to 
these computers on 28 February 2017.  The employees had stated the drive was mapped to a shared 
drive.  This was the shared drive that included documents such as the master copies of analytical 
testing forms, see point #1 of Observation #7. Without the presence of these documents, it would 
not be readily detectable that the analysts had access to documents such as the master copies. 
However, it appeared this had been removed prior to the inspection. 

I spoke with IT personnel that stated they had not unmapped the Z: drive from these computers.  
(b) (6)They explained it would be done individually by the person that had logged in.  I asked Mr. 

to log in for me.  I asked him to open a document from the Z: drive.  He could not.  I asked him to 
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save a document to the Z: drive.  He could not. I asked him if he knew how to map the Z: drive or to 
remove and un-map the Z: drive from his computer.  He did not know how to do this.  However, I 
explained it appeared this had been done on his computer just prior to the inspection.  Mr. Acharya, 
IT Manager, the microbiology management, and the analysts did not provide an answer for who had 

(b) (6) (b) (6)un-mapped the Z: drive on both Mr. and Mr. computer.  Therefore I was unable to 
ask why this had been done just prior to the inspection. 

” in the records” had signed as the “Checked By” person form many steps in many 

(b) (6)(b) (4)

(b) (6)
On 03 March 2017 during review of media fill batch record 

“ (b) (6)
I observed that Mr. 

different areas over an amount of time that appeared to be unreasonable.  The details and supporting 
evidence are described in point #1 Observation #4. 

(b) (6)
I reviewed the attendance records and biometric access records that appeared to demonstrate that Mr. 

(b) (6)
was not actually present in the filling area at many of the times in which he had signed for in 

the batch record.  I asked to speak to him regarding the issue.  I asked Mr. whether it was 
possible he was not always present at the times indicated in the batch record and he told me “No”, 
that he was always present with the operator that performed the task.  When I pointed out the records 
which showed he wasn’t always present, he did not change his answer.  He told me there could be 
discrepancies between the clocks in the production area and the biometric readers. I later reviewed 
an investigation from November 2016 that identified the difference between the clocks and the 
biometric reader to be approximately 3 minutes. 

the “Checked By” person. 

I asked to speak to Mr. Shukla, Vice President Operations and the most responsible person at this 
facility.  I explained to him that the answers provided by Mr. were not consistent with the 
biometric reader.  Mr. Shukla spoke to Mr. and ensured him if he had not been there to tell me 
and that there would be no repercussions against Mr.   Mr. did not change his answer. He 
reaffirmed that he was present at the time indicated in the batch record each time he had signed it as 

(b) (6)

(b) (6)

(b) (6) (b) (6)

Mr. left and I continued reviewing the batch records.  I found further examples of Mr. 
signing for steps when the biometric access data placed him in different parts of the facility. 

(b) (6) (b) (6)

I asked 
to speak to him again.  I presented additional examples and again asked if it was possible if he was 
signing for things when he was not actually present.  He changed his previous answers and 
confirmed that sometimes he signed at a later time than what was indicated in the batch record. 

GENERAL DISCUSSION WITH MANAGEMENT 
In addition to the observations cited on the FDA 483, we discussed that we had encountered multiple 
personnel in multiple departments that provided false and misleading answers to our questions. This 
had caused significant delays in covering the inspection of this facility.  Examples are described in 
the Refusals section of this report. 
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ADDITIONAL INFORMATION 
During the inspection we stayed at the Novotel Visakhapatnam Varun Beach.  The hotel was 
adequate for business purposes and would be recommended for future travelers.  It is located 
approximately one hour from the facility. 

SAMPLES COLLECTED 
No samples were collected. 

VOLUNTARY CORRECTIONS 
We reviewed corrective actions taken by the firm as a result of items cited on the FDA 483 during 
the previous inspection and the subsequent FDA Warning Letter.  We found there was a failure to 
comprehensively address previously cited issues. 

Warning Letter Observation #1 – failure to conduct through investigations.  We found that 
investigations fail to identify root causes and are not supported by data.  This was cited as 
Observation #1. 

Warning Letter Observation #2 – there was insufficient justification for rejection of media fill units. 
During this inspection we found that all media fill units are now accounted for. 

Warning Letter Observation #3 – inadequate procedures for qualification for visual inspection 
operators.  We found that corrections were made for the liquid products.  

(b) (4)
However, this was not 

extended to the products, see Observation #3. 

Warning Letter Observations to other Dr. Reddy sites – controls for data integrity of paper and 
electronic records were inadequate and there was the presence of unreported data. These had not 
been thoroughly addressed at this site.  Observation #3 cited the presence of unreported data for 
analyses not included in the data integrity retrospective review.  Observation #7 cited a lack of 
controls over paper GMP data forms.  Observation #8 cited lack of controls over electronic data to 
prevent unauthorized changes. 

EXHIBITS COLLECTED 
JAB Exhibits 

1. Dr. Reddy Locations. (3 Pages) 
2. Products shipped to the US market. (15 Pages) 
3. List of US products from Unit VII. (6 Pages) 
4. List of US products from Unit IX. (4 Pages) 
5. List of all products manufactured on site. (3 Pages) 
6. Personnel present for the initiation. (1 Page) 
7. Organizational Charts. (13 Pages) 
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