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FDA approval is an important measure of a drug’s safety and effectiveness for a specific 

indication, but it is not the only factor physicians consider when making treatment decisions. 

Every day in hospitals and clinics across the United States, physicians prescribe FDA-approved 

medications “off-label” for conditions other than their original approved use when supported by 

scientific evidence, clinical experience, and the patient’s individual needs. 

Similarly, many peptides and other emerging therapies have not yet received FDA approval for 

routine clinical use. In many cases, this reflects the fact that large, expensive clinical trials 

required for FDA approval have not been completed—not necessarily that the therapy has been 

proven unsafe or ineffective. Conducting these trials often requires substantial financial 

investment, and some promising therapies may receive less commercial development because 

they have limited patent protection or uncertain financial return. 

At Connections Wellness Center, our philosophy is to evaluate the available scientific evidence, 

carefully weigh potential benefits and risks and develop individualized treatment plans based on 

informed consent and current medical knowledge. Client safety, transparency, and evidence-

informed care remain our highest priorities. 

• FDA approval is indication-specific. 

• Off-label prescribing is common and legal. 

• Lack of FDA approval is not equivalent to proof that a therapy is unsafe. 

• Many therapies remain under investigation because the regulatory approval process is 

lengthy and expensive. 

 

A Balanced Perspective on Peptide Therapy 

Many therapeutic peptides are identical or closely related to molecules that naturally occur 

within the human body, where they serve as important signaling molecules that regulate healing, 

metabolism, immune function, hormone production and tissue repair. Rather than introducing an 

entirely foreign substance, peptide therapy often seeks to restore or enhance normal physiologic 

signaling when these pathways may be diminished with aging, illness or injury. 
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Because many naturally occurring peptides cannot be patented in their native form, there has 

historically been less commercial incentive to invest the hundreds of millions of dollars required 

to complete the large clinical trials needed for FDA approval. As a result, some promising 

peptide therapies have accumulated encouraging preclinical data, international clinical 

experience, and smaller human studies but have not yet completed the U.S. regulatory process. 

It is important to recognize that peptide therapies are not all the same. Each peptide should be 

evaluated on its own scientific evidence, manufacturing quality, purity, dosing and safety profile.  

At Connections Wellness Center, we do not assume a therapy is beneficial simply because it is 

natural, nor do we dismiss it simply because it has not yet received FDA approval. We carefully 

review the available evidence, discuss known and potential risks and benefits, and work with 

each patient to make informed, individualized decisions with the goal of restoring physiologic 

balance and optimizing health. 


