Memorandum to the United States Senate
Regarding Nitrosamine Contamination, Foreign
Pharmaceutical Manufacturing,
and Protection of American Public Health

Prepared in the style of a public-health and scientific policy memorandum attributed
to Professor Suzanne de la Monte, M.D., concerning pharmaceutical contamination
risks, regulatory oversight, and patient safety.

To the Honorable Members of the United States Senate:

The pharmaceutical supply chain remains one of the most critical components of public health in the
United States. American citizens reasonably expect that medications dispensed through licensed
pharmacies have been manufactured, tested, distributed, and regulated under the highest standards

of scientific integrity and safety.

Recent recalls involving nitrosamine contamination in cardiovascular and chronic-use medications
have raised substantial concerns regarding the adequacy of foreign pharmaceutical manufacturing
oversight, contamination monitoring systems, quality-control enforcement, and supply-chain

traceability mechanisms.

Nitrosamines are widely recognized in toxicological literature as potentially genotoxic compounds
associated with DNA injury, oxidative stress, mitochondrial dysfunction, inflammatory signaling, and
carcinogenic potential under certain exposure conditions. While scientific investigation continues
regarding the precise long-term effects of chronic nitrosamine exposure, existing evidence

demonstrates the necessity for stronger safeguards and more rigorous regulatory oversight.

Many of the affected medications are prescribed daily to medically vulnerable individuals, including
elderly Americans, patients with cardiovascular disease, and individuals requiring chronic long-term
treatment. Citizens consuming these medications often do so for years while relying entirely upon

manufacturers, pharmacies, distributors, and federal regulators to ensure product purity and safety.



Scientific and Public Health Concerns

Scientific literature continues evaluating whether chronic exposure to elevated nitrosamine impurities
may contribute to broader systemic disease processes involving oxidative injury, inflammation,

immune dysregulation, metabolic dysfunction, and degenerative cellular stress.
Research involving nitrosamine compounds has explored several biological mechanisms including:

* DNA adduct formation and genetic instability.

» Oxidative stress and mitochondrial injury.

« Cellular inflammatory activation.

 Epigenetic alterations affecting immune and metabolic pathways.

* Potential pancreatic beta-cell injury associated with glucose regulation.

» Immune-system dysregulation and autoimmune activation pathways.

Emerging scientific discussion has also considered whether chronic toxic exposures may contribute
to autoimmune activation in genetically susceptible individuals. Certain autoimmune markers,
including anti-RNP antibodies, are associated in medical literature with Mixed Connective Tissue

Disease (MCTD) and related autoimmune overlap syndromes.

Although additional research remains necessary to establish direct causation between specific
pharmaceutical exposures and individual disease outcomes, the broader public-health implications of

contamination events warrant immediate Congressional attention.

Relevant Federal Laws, Acts, and Regulatory Authorities

Federal Food, Drug, and Cosmetic Act (FDCA), 21 U.S.C. 8301 et seq.
Authorizes the FDA to regulate drug safety, adulteration, manufacturing standards, misbranding,

recalls, and interstate pharmaceutical distribution.

Drug Supply Chain Security Act (DSCSA)
Enacted under the Drug Quality and Security Act of 2013 to establish pharmaceutical traceability and

verification systems designed to protect consumers from unsafe or compromised medications.



Current Good Manufacturing Practice (cGMP) Regulations — 21 CFR Parts 210 and 211
Establishes mandatory standards governing pharmaceutical manufacturing quality, contamination

prevention, testing, production controls, and documentation.

FDA Safety and Innovation Act (FDASIA) of 2012
Expanded FDA authority regarding oversight of global pharmaceutical supply chains and inspections

of foreign manufacturing facilities.

Public Health Service Act, 42 U.S.C. 8201 et seq.
Provides federal authority and responsibility to protect the public from unsafe products, preventable

disease risks, and threats to public health.

Consumer Protection and Public Safety Obligations
Manufacturers, distributors, pharmacies, and regulated entities maintain a duty to ensure
medications distributed to American citizens are not adulterated, contaminated, or unsafe for

intended use.



Policy Recommendations to the United States Senate

The Senate should consider comprehensive reforms designed to strengthen pharmaceutical safety
protections for American citizens and reduce dependence upon foreign manufacturing systems with
documented quality-control concerns.

Recommended actions include:

» Expansion of FDA funding and staffing for overseas manufacturing inspections.

* Increased frequency of unannounced inspections at foreign pharmaceutical facilities.

» Mandatory real-time contamination reporting requirements for manufacturers.

* National lot-level recall notification systems accessible directly to pharmacies and consumers.

« Strengthened penalties for knowingly distributing adulterated pharmaceutical products.

» Expanded domestic pharmaceutical manufacturing incentives to reduce dependence upon foreign

supply chains.

* Increased support for independent toxicology, epidemiology, and long-term public-health research

involving nitrosamine exposure.

» Greater transparency regarding FDA warning letters, contamination investigations, recalls, and

manufacturing enforcement actions.

Public Trust and National Responsibility

The issue before Congress extends far beyond one manufacturer or one recalled medication. At its
core, this matter concerns whether the United States possesses adequate safeguards to protect
millions of citizens from preventable contamination failures within an increasingly globalized

pharmaceutical supply chain.



Americans should never unknowingly bear the consequences of preventable contamination failures
resulting from inadequate manufacturing controls, poor oversight systems, or insufficient regulatory

enforcement.

Strengthening pharmaceutical oversight is not anti-industry. It is pro-patient, pro-science,
pro-accountability, and fundamentally aligned with the responsibility of government to protect the

health, dignity, and longevity of the American people.

The United States Senate possesses both the authority and responsibility to strengthen safeguards
ensuring that medications distributed within this country meet the highest standards of purity,

transparency, manufacturing integrity, and public accountability.

Respectfully Submitted,

Professor Suzanne de la Monte, M.D.
Public Health and Neuropathology Research Perspective

Brown University (referenced for contextual presentation purposes only)

Prepared for policy discussion concerning pharmaceutical contamination risks, nitrosamine exposure
concerns, foreign drug manufacturing oversight, and protection of the health and longevity of

American citizens.



