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to press FDA on baby formula
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WASHINGTON, D.C. — Rep. Mike Gallagher (R-WI) joined more than 100 House
Republicans in sending a letter to the Biden Administration and FDA Commissioner
Robert Califf calling on them to immediately address the ongoing baby formula
shortage. The move comes after a safety recall created widespread shortages
across the industry.

In the first week of May, the nationwide out-of-stock percentage for baby formula
rose to 43%, according to Datasembly, which tracks product data for retailers. That
is up from 30% at the start of April.

In part, the lawmakers wrote, “House Republicans call on the administration to do
more to help parents across this country. This issue is a matter of life and death,
and it is time this administration treats it with the appropriate urgency it deserves.”
See the full text of the letter HERE or read below:

President Biden and Dr. Califf:

We write to you about concerns over the nationwide shortage of baby formula and
your failure to meaningfully address this ongoing crisis. Parents are understandably
frustrated and scared by this shortage. In fact, the formula shortage has reached
crisis levels in recent weeks. The share of baby formula “out of stock across the U.S.
hit 40 percent on April 24” and a “total of 26 states have out of stock rates of 40 to
50 percent.” Notably, CVS, Walgreens, and Target are among the stores putting
limits on how much formula customers can buy at one time. Additionally, there is
concern over how this may impact parents participating in the Special Supplemental
Nutrition Program for Women, Infants, and Children (WIC), who rely on the
program'’s supply of baby formula for their infant’s nutritional needs.

According to Datasembly, baby formula shortages were at 23 percent in January
2022 “and have continued to worsen, showing [out of stock] levels now at 31% as
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of April 2022.” Further, Ben Reich, the CEO of Datasembly, said a combination of
“inflation, supply chain shortages, and product recalls have brought an
unprecedented amount of volatility for baby formula” and that he expects “to
continue to see the baby formula category being dramatically affected by these
conditions.” Mr. Reich warns that baby formula “will continue to demonstrate higher
than average out-of-stock levels.”

Parents across the country are struggling to keep up with this nationwide shortage
of baby formula. This problem worsened in February 2022 when, Abbott Nutrition, a
manufacturer of infant formula, voluntarily recalled formula produced in its Sturgis,
Michigan facility following reports of infant hospitalizations and death. The facility
was subsequently shut down pending an investigation by the FDA and enhanced
testing. Since then, a link has not been established between the formula produced
at the facility and the sickened infants.

On April 29, 2022, the FDA announced that it did not object to Abbott Nutrition
releasing specialty and metabolic formulas produced at the Sturgis facility on a
case-by-case basis. Yet, the FDA has still not cleared the facility to resume the vast
majority of its infant formula production. The prolonged shutdown of the Sturgis
facility without any public backup plan by the administration has greatly
exacerbated the current shortage.

Baby formula shortages are an urgent problem that must be addressed
immediately. This new problem is compounded by the historic inflation caused by
the Biden administration that is already burdening families. The office of the U.S.
Surgeon General states that families typically spend $1,200 to $1,500 on infant
formula in the first year.

Just yesterday, the FDA announced a number of steps it will take in an attempt to
“improve supply of infant and specialty formula products.”7 However, this
announcement comes far too late, as parents struggle to find formula for their
babies. House Republicans call on the administration to do more to help parents
across this country. This issue is a matter of life and death, and it is time this
administration treats it with the appropriate urgency it deserves. Accordingly, to
assist us in our oversight, please provide the following by May 18, 2022:

1. Please explain the meaning of FDA’s April 29, 2022, update, and if FDA expects
its non-objection to help mitigate the supply shortage? If so, how is it expected to
mitigate the shortage? Please explain how long the additional testing is expected to
take and what the timeline is for reopening Abbott’s Sturgis, Michigan facility.

2. With respect to the steps FDA recently announced, please answer the following:

* How will these steps meaningfully increase supply?
* When does the agency expect to see a supply increase, particularly in states
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experiencing significant shortages?

» Please identify what and the number of specific “reviews” and “certificates” in
the regulatory process you are “expediting” to increase supply.

* Please explain how you will exercise discretion on “minor labeling issues” to
increase supply? e. Are there any additional steps the FDA is considering?

3. What is FDA’s understanding of what is causing the shortage of infant formula?
4. How did FDA account for infant formula supply impacts from the recalls?

5. What action is FDA taking to track the shortage?

6. What action is FDA taking related to the resolution of any issues resulting in the
temporary closure of the facility in Sturgis, MI?

7. What outreach has the administration performed to hospital pediatric units to
determine if they have enough baby and specialty formula in reserve for emergency
situations?

8. What data is available regarding whether non-infants who rely on specialty
formula are having any adverse reactions to currently available formula?

9. What formula production facilities are available beyond U.S. borders, and to what
extent have these facilities been impacted by transit bottlenecks due to COVID
lockdowns?

Please also provide a briefing for the Minority staff of the Energy and Commerce
Committee after sending your written response. If you have any questions, please
contact the Minority Committee staff at (202) 225-3641. Thank you for your
attention to this request.



