
AMENDMENT TO AGRICULTURE AND RURAL 

DEVELOPMENT APPROPRIATIONS BILL 

OFFERED BY MRS. LOWEY 

At the appropriate place in the report, insert the fol-

lowing: 

Artificial Pancreas.—The Committee applauds the 

FDA for its final guidance for artificial pancreas device 

systems, released in November 2012, which provides clear 

and reasonable guidance for research and premarket re-

view of such systems, which could transform the lives of 

those living with type 1 diabetes. The Committee urges 

the FDA to ensure that the flexible, science-based ap-

proach reflected in its guidance is implemented consist-

ently in the IDE and PMA review process to ensure that 

safety and effectiveness of innovative systems can be test-

ed without delay and improved devices can become avail-

able to those with type 1 diabetes in the near future. 

Compounding of Sterile Injectable Prescription 

Drugs.—The Committee urges the Food and Drug Ad-

ministration to use its existing authority to closely in-

spect and supervise large-scale compounding and repack-

aging of sterile injectable drugs and biological products, 
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especially those administered into areas where there is 

tempered immunity. 

Food Additive Petition.—The Committee under-

stands that a Food Additive Petition has been submitted 

to the agency regarding the fortification of corn masa 

flour with folic acid to prevent neural tube defects such 

as spina bifida. The Committee encourages the agency to 

consider this petition expeditiously and, if further data or 

information is needed from the petitioners, to request it 

in a timely fashion to ensure that the petition is not un-

duly delayed. 

Pediatric Device Consortia Program.—The Com-

mittee is pleased with the success of the Pediatric Device 

Consortia Grant Program, authorized under Section 305 

of Public Law 110–85. The program funds consortia to 

assist innovators in developing medical and surgical de-

vices designed for the unique needs of children, needs 

that often go unmet by devices currently available on the 

market. The consortia funded by this program have as-

sisted in the development of over 219 pediatric device 

ideas since its inception. The Committee urges the FDA’s 

continued support of this important program. 

◊ 
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