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From Compliance to
Resilience

The next generation of pharmaceutical quality systems must
sustain a state of control—not simply demonstrate compliance at

a point in time.
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Why India Matters

 Outside of the
United States, India
has the largest
number of FDA-
registered
harmaceutical
acilities (FDA’s
FY2025 inventory)

 India’s role in the
Pharmaceutical
Supply Chain
Continues to Grow.

Reference:

FY25 State of Pharma Quality Report (FDA)
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FY 2025 Pharma Manufacturing Site Distribution


https://www.fda.gov/media/188153/download?attachment

India's Manufacturing Facilities Growth

« During 2020-2025, the total facilities in India

300 increased from 502 to 610.

Count of Manufacturers

o

o

Non-Sterile API Non-Sterile FDF Sterile Drug Labs/Analysis Only  Biologic Drug Sterilizers Only
Manufacturer Manufacturer Manufacturer Manufacturer

These data are based on the CDER Facilities Catalog versions for December 2020 and December 2025.
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Non-Sterile APl Manufacturers continue to

“Labs/Analysis Only” facilities experienced the
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Number & Classification of Pharmaceutical
Inspections in India

350
317
300
250 240 241
169 222
200
144 149
150 129
100
) l I I I
0
FY20 FY21 FY22 Fv23 Fv24 FY25

B NAI EOAI ' VAI

Reference: Data from OQS
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FY 2025 Inspection Outcomes by Country/Region

*

United States 23.5% 54.8% 21.6% B 702
India 22.29% 59.9% 17.9% R 207

*
China 27.6% 64.4% 8.0% 163
£ — x . X 3% 103 Inspection
3 1 9.7% 79.6% 10.7% | Outcome
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Canada 27.5% 57.5% 15.0% 40
Latin America 22.2% 71.8% 9
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Distribution of Inspection Outcomes (%) Inspection Count

* Global average: 22% NAI, 60% VAI, 18% OAI

 India’s inspection outcomes are broadly consistent with the global average.

* A statistical examination of the distributions of outcomes revealed that China had significantly
fewer OAI outcomes (8.0% vs. 18% global average), while the U.S. had significantly more OAI
outcomes (21.6% vs. 18% global average).

 Europe had significantly fewer NAI outcomes and more VAI outcomes than the global average.

Reference:
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https://www.fda.gov/media/188153/download?attachment

Top 10 citations issued in India for FY 2018-2026

Reference: Data from 0OQS
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M Procedures not in writing, fully followed

M Investigations of discrepancies, failures

1 Scientifically sound laboratory controls
Computer control of master formula records

M Cleaning / Sanitizing / Maintenance

M Procedures for sterile drug products

H Absence of Written Procedures

M Equipment Design, Size and Location

H Control procedures to monitor and validate
performance

M Validation lacking for sterile drug products




Seeing the Facility as It Operates Every Day

* Recent inspections continue to identify unacceptable, and in some

cases gross, insanitary conditions.

_Reference: http
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shoolin-pharma-chem-llp-734100-08182026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shoolin-pharma-chem-llp
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/patcos-cosmetics-pvt-ltd

Data Integrity is a Quality System Issue

Eight years after FDA issued its Data Integrity
guidance, data integrity continues to remain a key

rm&? P 2 large Indian generic drug

manufacturer, for tossing truckloads of key documents

Burn after reading: FDA blasts
for 'cascade of failure' after

Data integrity s ‘biggest issue’ for drug, API firms during investigators find heaps of
inspections, FDA official says shredded documents

U.S. drug regulator flags data integrity, B analyst poured acid over

maintenance lapses at India plant manu.facturmc.; docs, FDA says in
scathing warning letter

S: erce a.co ufacturi
https //www / ews d t cles/ https://www.fiercepharma.com/pharma/
https://www.the h d m/b ss/Industry/
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https://www.statnews.com/pharmalot/
https://www.fiercepharma.com/manufacturing/burn-after-reading-fda-blasts-intas-cascade-failures-after-investigators-find-heaps
https://www.raps.org/news-and-articles/
https://www.fiercepharma.com/pharma/intas-analyst-douses-manufacturing-docs-acid-scathing-fda-warning-letter
https://www.thehindu.com/business/Industry/us-drug-regulator-fda-flags-data-integrity-maintenance-lapses-at-dabur-india-plant/article71036264.ece

Data Integrity Concerns Extend Beyond
Manufacturing

FDA continues to identify significant data integrity and study
conduct concerns at CROs in India—resulting in study data being

deemed unacceptable and, in some cases, requiring studies to be
repeated.

FDA to pharmaceutical companies: Certain

Clinical and Bioanalytical Studies Conducted by
studies conducted by Raptim Research Pvt. Ltd.

are unacceptable

Panexcell Clinical Lab or Synchron Research
Services Are Unacceptable

Reference: https://www.fda.gov/drugs/drug-safe
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https://www.fda.gov/drugs/drug-safety-and-availability/notification-pharmaceutical-companies-clinical-and-bioanalytical-studies-conducted-panexcell
https://www.fda.gov/drugs/drug-safety-and-availability/fda-pharmaceutical-companies-certain-studies-conducted-raptim-research-pvt-ltd-are-unacceptable

India Office Priorities

© o

Unannounced Stakeholder Quality Management Supply Chain
Inspections Engagements Maturity Resilience
i
£

A ity N

Enhance oversight through Strengthen collaboration Advance quality management Support a reliable and resilient
risk-based unannounced with government and practices beyond baseline pharmaceutical supply chain
inspections to ensure industry stakeholders to compliance to achieve greater to ensure continuous access
product quality and advance public health goals. quality and continuous to quality medicines.

patient safety. improvement.
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* Can your quality system detect
weak signals before they become

Three deviations, failures or shortages?
Questions * Would your data, investigations and
controls tell the same story during
for the Next an unannounced inspection?
Decade * Can your manufacturing network

maintain quality and supply when '
something unexpected happens?
> 4
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Keeping Patients at the Center

l Ensuring patient access to critical drugs require:

o Q A culture of quality

Practices that ensure the integrity of
manufacturing and clinical data

Transparent quality systems that
enable investment in reliable and
quality producers

www.fda.gov



FDA-Gol Bilateral Meeting - White
Oak

DIA GAM - India Townhall -US
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Engagement with Government of India (State)

1 ‘\\‘\‘J“\\“\““‘C‘W‘w
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U.S. FDA-Gujarat FDCA
Regulatory Engagement

U.S. FDA-Maharashtra FDA Andhra Pradesh
Regulatory Engagement Regulatory Engagement

DRUGS CONTROL ADMINISTRATION

Government Of Telangana

k k! W ';:::;

{ COMMISSIONERATE FOOD AND DRUGS CONTROL ADMINISTRATION
siectz vilais 20l el G doy, Ay aa ava

1st Annual U.S. FDA-Karnataka 2™ Annual U.S. FDA-Telangana DCA 1 Annual U.S. FDA-Goa DFDA 2 Annual U.S. FDA-Guj FDCA
DCD Regulatory Forum Regulatory Forum Regulatory Forum Regulatory Forum
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FOA
Looking Ahead to 2027 .

[P —

Continued Engagement on Quality
and Resilience:

— Biosimilar Regulatory
Roadshow

— CDER and Oll Leadership Visit
to India

— BA/BE and Clinical Research
Discussions

— Generic Drug and
Manufacturing Quality Priorities

— Quality Management Maturity
(QMM)

www.fda.gov 117
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Stay Informed!

Get Email Updates

F T N i BEirmi &

Oy Tewee e-ronil alert service allows vou 1o eveive brpentant FDA nesss swd Indormatkan s

they becomye availalde. o sign up, please select the topics that mterest vou,

T = leae kb, adl o greed be o valicl e-meal odbdpees, Yonis e-moll will ool B issed T dellvey

the pequested] indommation o 1o give yon access be yoor subseription preferenres. Visit

LA & vy poliey tar isane distmnl s,

Submyise m FLL Exped Hehificstiors =

hittps: / f'www.fda.gov/about-fila/contact-fda/get-email-updates US-FDA-INO@fda.hhs.gov
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Trusted Data. Resilient Supply.
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