Congress of the United States

Washington, BDE 20515

December 16, 2024

The Honorable Louis DeJoy The Honorable Michael M. Kubayanda
Postmaster General Chairman

USPS — Headquarters Postal Regulatory Commission

475 L'Enfant Plaza SW 901 New York Ave., NW, Suite 200
Washington DC 20260-0010 Washington, DC 20268-0001

Ronnie J. Jarriel Joshua D. Colin

Chief Logistics and Infrastructure Officer and Chief Retail and Delivery Officer and Executive Vice
Executive Vice President President

USPS — Headquarters USPS — Headquarters

475 L'Enfant Plaza SW 475 L'Enfant Plaza SW

Washington DC 20260-0010 Washington DC 20260-0010

Dear Postmaster General DeJoy, Chairman Kubayanda, Mr. Jarriel, and Mr. Colin:

We write to express serious concerns regarding the threat that extreme temperatures pose to the safety and
efficacy of medications delivered through mail-order pharmacy services, following an article in the New York
Times, Hot Summer Threatens Efficacy of Mail-Order Medications.’ This issue demands immediate attention to
ensure the health and safety of millions of Americans who rely on these medications. As you know, receiving
medications by mail is a crucial lifeline for many, particularly for those who are homebound, elderly, or living
in rural areas. As extreme temperatures continue to affect communities across the United States, these patients
receiving essential medications via mail are increasingly at risk of receiving compromised products.

Following the early years of the pandemic, mail-order pharmacy usage has reached record highs, as more
medications become available by mail and more pharmacy benefit managers shift their policies to exclusively
serving beneficiaries through these services.

According to extensive reporting by researchers and journalists, at least two parts of the mail-delivery process
are deserving of increased attention and oversight: mail-order pharmacies, pharmacy benefit managers, and
related healthcare and health insurance entities; and delivery services.’

We know that the temperature inside delivery trucks can reach up to 150 degrees Fahrenheit during the summer
months, according to reporting from drivers and from data-collecting thermometers. In a similar test conducted

by NBC News in February 2020, temperature devices sent through UPS, FedEx, and the Postal Service showed
significant drops during transit, with three of them falling below freezing for several hours. One device, shipped
from Rochester, NY to Brooklyn, NY, remained below freezing for over 38 hours, hitting a low of 9 degrees

! Emily Baumgaertner, "Hot Summer Threatens Efficacy of Mail-Order Medications," New York Times, August 13, 2024,
https://www.nytimes.com/2024/08/13/health/heat-mail-order-drugs.html.

? Adiel Kaplan et al., “Millions of Americans Receive Drugs by Mail. But Are They Safe?” NBC News, December 8, 2020,
https://www.nbenews.com/specials/millions-of-americans-receive-drugs-by-mail-but-are-they-safe/; KFF (Kaiser Family Foundation),
“Number of Mail-Order Prescription Drugs per Capita,” KFF, Accessed August 15, 2024, https:/www.kff.org/health-costs/state-

indicator/number-of-mail-order-prescription-drugs-per-capita/.
® Baumgaertner, “Hot Summer Threatens Efficacy of Mail-Order Medications.”
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Fahrenheit for two hours.* Such extreme conditions are far beyond the safe storage range for many
pharmaceuticals, which typically require temperatures between 68- and 77-degrees Fahrenheit.

While mail-order pharmacies claim that their packaging is designed to withstand various weather conditions,
studies have shown that medications still spend a significant portion of their transit time outside the
recommended temperature range, “regardless of the shipping method, carrier, or season.”

The FDA has provided clear guidelines for the safe storage and transportation of medications, but these do not
currently extend to the delivery stage that is critical for patients receiving their medications by mail. Additional
oversight and proactive measures are needed to ensure that medications maintain their safety and efficacy
throughout the entire supply chain.

According to the Food and Drug Administration (FDA), medicines that are not stored properly “may not work
as well or may cause harm, even if they are not expired.”® The potential for degradation under these conditions
is particularly concerning for temperature-sensitive medications like insulin, epinephrine injectors, and certain
biologics. As you will notice, many of these medications are mainstays in the regimen of millions of Americans,
critical for managing chronic and life-threatening conditions.

Take insulin for example. About 8.4 million people in the U.S. with diabetes rely on insulin, according to the
American Diabetes Association.” A liquid medication, insulin may lose its potency if it has been exposed to
extreme heat or cold, leading to poorly managed blood sugar levels and increased risks of serious
complications, likely unknown to the individual taking the drug.®

Liquid and aerosolized medications are particularly susceptible to temperature changes. This presents a “double
whammy” for patients who rely on classes of fast-acting liquid and aerosolized medications in emergencies,
such as rescue inhalers or EpiPens, which must work predictably, completely, and immediately to be effective.
A failure in this regard can be deadly.’

Multiple reports indicate this is not a new problem, including a 2020 NBC News investigation and independent
research dating back to at least 1995.'° Furthermore, several federal agencies have been made aware of this
problem over the years. According to the New York Times, when three federal agencies—the Justice
Department, the Health and Human Services Department, and the Federal Trade Commission—put out a
request for public comments on how consolidation in health care was affecting Americans, “comments poured

* Kaplan et al., “Millions of Americans Receive Drugs by Mail”

> Danial A. Chowdhury et al., "Evaluation of Temperature Excursions from USP <659> Recommendations during Mail Transit,"
Journal of the American Pharmacists Association 63 (2023): 847-852, https://www.japha.org/action/showPdf?pii=S 1544-
3191%2823%2900018-3.

®U.S. Food and Drug Administration. “5 Medication Safety Tips for Older Adults.” FDA, December 7, 2021.
https://www.fda.gov/consumers/consumer-updates/5-medication-safety-tips-older-adults

7 American Diabetes Association. “American Diabetes Association Announces Support for INSULIN Act at Senate Press
Conference.” American Diabetes Association, July 13, 2022. https://diabetes.org/newsroom/american-diabetes-association-announces-
support-for-insulin-act-at-senate-press-conference.

8 U.S. Food and Drug Administration. “Information Regarding Insulin Storage and Switching Between Products in an Emergency.”
FDA, September 19, 2017. https://www.fda.gov/drugs/emergency-preparedness-drugs/information-regarding-insulin-storage-and-
switching-between-products-emergency.

’ Baumgaertner, “Hot Summer Threatens Efficacy of Mail-Order Medications.”

10 Kaplan et al., “Millions of Americans Receive Drugs by Mail”’; Baumgaertner, “Hot Summer Threatens Efficacy of Mail-Order
Medications.”
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in from people worried about the heat.”"' These concerns add to countless stories from patients and families
across the country, forced to rely on a system that leaves the soundness of life-saving medications up to chance.

We were particularly stunned by the dozens of patient accounts contained in the reporting, highlighting the life-
or-death consequences of improper medication handling. Loretta Boesing, a mother from Missouri, experienced
this firsthand when her son’s immunosuppressant medication arrived in dangerously high temperatures, leading
to a serious health setback. Despite multiple appeals to her pharmacy provider, the problem persisted, as her
son’s medication continued to arrive damaged, causing further deterioration in her son's condition and
prompting a desperate plea: “I am begging you right now: Please do not let me lose my son.”'*

This cannot continue. Given the current risk to patients, we would like to understand the steps your agency is
taking to address these concerns. Specifically:

1. How many mail-order prescriptions does the Postal Service deliver in a year? Following the pandemic,
what changes have you made to your operations to prioritize safe delivery of mail-order prescriptions?
a. How has the delivery performance for time-sensitive medications (e.g., temperature-sensitive
drugs) changed in recent years? Is there a difference in performance based on geographic regions
(such as areas affected by extreme heat)?

2. The Postal Regulatory Commission reports an Annual Compliance Determination. In this
Determination, what, if any, data does the Postal Service include on tracking prescription shipments,
including controlled substances and perishable medications?

a. If exact data is unavailable in the Determination, how does the Postal Service estimate shipment
volumes and delivery outcomes?

3. How many complaints or reports has the Postal Service received related to patients experiencing harm,
serious injury and/or death resulting from complications linked to prescriptions delivered that were
outside of their safe temperature zones?

a. How many complaints or reports has the Postal Service received relating to delayed
prescriptions?

4. How does your agency ensure that medications are monitored for temperature exposure during shipping,
and what protocols are in place to identify and replace compromised products?

5. What actions is your agency taking to ensure the safe storage and transportation of perishable
medications? What regulations, guidelines, or protocols does your agency have in place for perishable
prescriptions? How does your agency enforce these regulations?

6. When pharmacies with mail order capabilities enter a contract or negotiated service agreement with the
Postal Service, how are they protected from potential delays or inadequate temperature conditions once
medications are in the possession of the Postal Service?

7. As you know, Publication 52 sets the guidelines for perishable, restricted, and hazardous items."” How
does the Postal Service determine when to amend Publication 52, and who is responsible for initiating
these changes (e.g., internal review, external stakeholders, or regulatory bodies)?

" Baumgaertner, “Hot Summer Threatens Efficacy of Mail-Order Medications.”

'2 Baumgaertner, “Hot Summer Threatens Efficacy of Mail-Order Medications.”

B U.S. Postal Service, Publication 52 - Hazardous, Restricted, and Perishable Mail, accessed October 3, 2024,
https://pe.usps.com/text/pub52/welcome.htm.
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a. How, if at all, does the Postal Service coordinate with other federal agencies, such as the FDA or
DEA, when amending regulations on the shipment of prescription medications?

8. What factors, if any, are preventing the Postal Service from ensuring safe and timely delivery of mail

order prescriptions?

We ask that you provide a detailed response to these questions along with relevant data by January 17, 2025.
Additionally, should you become aware of additional threats to public health before that time, we ask that you
coordinate with relevant federal agency partners and brief Congress promptly. The health and safety of patients
across the country depend on timely and effective action to address this growing threat.

Thank you for your attention to this critical matter. We look forward to your response.

Sincerely,
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Member of Congress
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Member of Congress
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Member of Congress
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Member of Congress
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Raul M. Grijalva
Member of Congress
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Eleanor Holmes Norton
Member of Congress

Debbie Wasserman Schult®
Member of Congress
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Yhette D. Clarke
Member of Congress

Dan Goldman
Member of Congress

Henry C. "Hank/" Johnson, J1.

Member of Congress

Nanette Diaz B‘/arragan
Member of Congress
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Dwight Evans
Member of Congress

Barbara Lee
Member of Congress
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Member of Congress
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Bonnie Watson Coleman
Member of Congress
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Jaréd Huffman
Member of Congress
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Steve Cohen
Member of Congress
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Pramila Jayapal
Member of Congress
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Erica Lee Carter
Member of Congress

Val Hoyle
Member of Congress

CC: Tammy Hull, Inspector General, USPS OIG

Sean Casten
Member of Congress



