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Regenerative injection therapy is generally considered to be safe and serious adverse effects are uncommon.  Nevertheless, joint and soft tissue injections are invasive 
procedures which require informed consent.  It is the physician’s responsibility to ensure that the patient fully understands the procedure, its potential benefits, its 
inherent risks, and alternative treatment options.   
 
Experimental / Investigational Status 
Prolotherapy and other regenerative injection therapies have been labeled as “experimental” or “investigational.”  This means that they remain unproven and are not 
considered to be standard care.  While there are scientific studies documenting successful use in treating various conditions, there are many studies showing these 
therapies to be of no benefit at all.  Your Prolotech physician ethically offers these treatments to you with full faith in their potential benefits.  However, as the patient 
you must be aware that regenerative injection therapy is unproven and considered by many physicians to be ineffective. 
 
Potential Benefits 
Proponents of regenerative injection therapy believe that these interventions stimulate the body’s natural processes to strengthen and to heal weak and damaged 
musculoskeletal tissues.  This is believed to increase the stability of joints, increase functional capacity, and relieve pain.  As noted above, this has not been proven for 
the vast majority of these procedures. 
 
No Guarantees 
Despite the proposed potential benefits, it is important that you understand that response to treatment varies greatly between individuals and your Prolotech physician 
has not made any guarantees or predictions about your results or outcome.   
 
Risks and Potential Adverse Outcomes 
Regenerative injection therapy is a painful procedure requiring multiple injections.  It is common for pain to persist for several days after treatment.  Pain sometimes 
persists for a week or more.  Multiple repeat injections sometimes cause light-headedness or even fainting.  Any foreign substances injected have the potential to cause 
an allergic reaction.  In rare but extreme cases of allergic anaphylaxis, death and disability are possible.  As with any injection, there is always a risk of infection which 
may affect the bone and joint space in addition to the skin.  Although your Prolotech physician will take proper steps to prevent infection, the potential still exists.  
Infection of the bone or joint space are rare but will cause prolonged pain and suffering and may require IV antibiotics to be given over a period of many weeks or 
months.  In rare but extreme cases, severe infections may require surgery or limb amputation, resulting in permanent disability or even death.  When injecting around 
the joints, there is the potential to injure nerves.  Although rare and unlikely, nerve damage may result in chronic pain or disability which may be permanent and severe.  
Injury to blood vessels is also possible when injecting around joints.  When injecting the shoulder, it is also possible to puncture a lung.  Although rare and unlikely, a 
punctured lung inherently causes pain and suffering.  A punctured lung may require surgical procedures to correct.  If not recognized and treated promptly a punctured 
lung can even result in death. 
 
Alternatives to Regenerative Injection Therapy 
Regenerative injection therapy is used to treat injured or degenerated joints with the goal of increasing functional capacity and reducing pain.  Alternatives to these 
interventions include rest, ice, stretching, exercise, yoga, physical therapy, medications, and surgery.  Consultation with other physicians or healthcare providers may 
even reveal options that your Prolotech physician is not aware of.  As the patient, you must understand that regenerative injection therapy is not being offered as the 
“best” or “only” solution for your specific problem.  Patients are encouraged to first try other methods and consult other professionals for their opinions, even if they 
contradict the opinions of your Prolotech physician. 
 
Questions and Understanding 
It is important for you to understand everything about your procedure.  Your Prolotech physician will do his best to educate you and he will invite questions to help you 
make an educated decision about your care.  As the patient, it is your responsibility to ask questions to clarify anything that you are unsure about.  You are under no 
obligation to consent and you are encouraged to take your time considering your options.   
 

 
PROCEDURE:  ___________________________________________________________________________________  
 
I, ____________________________ have read this document.  My physician has discussed it with me in detail.  I was given the 
opportunity to ask questions.  Any questions I may have had have been answered to my satisfaction.  I understand that my 
regenerative injection procedure is considered “investigational” and that it lies outside of standard medical care in the United 
States.  I understand that there is insufficient evidence to prove any potential benefits that have been proposed to me.  I 
understand that my physician has made no guarantees about the outcome that will result from my procedure.  My physician has 
not made any miraculous or revolutionary claims about my procedure or its potential. I understand that while my physician is 
acting in good faith, I may receive no benefit at all from this procedure.  I have been informed that this procedure will be painful 
and that the pain may persist for several days or even longer.  I am also fully aware of all of the potential complications outlined 
above.  I further understand that there may also be other unforeseen complications, some of which may result in chronic pain 
and unnecessary suffering.  I understand that some complications may require surgery or other interventions to correct.  I am 
aware that in extreme cases, complications from my procedure may result in permanent disability or even death.  My physician 
has informed me of other options that I could pursue to treat my condition.  I understand that other options may exist that my 
physician is not even aware of.  In spite of the above, after taking time to think about everything involved, I have decided to 
consent to this procedure.  My physician did not put any pressure on me to make this decision.  I did not feel misled or coerced 
at any time.  Now, after considering all of the potential risks and benefits, I hereby give consent to Dr. ____________________ 
to perform this procedure on me.  In doing so, I hereby waive any right to legal action for any adverse outcome that occurs as a 
result of this procedure. 


