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Appendix B.1 
 

CONSENT FORM 

MILK ALLERGY TRIAL 

This is a research study for children who are allergic to cow’s milk. The purpose of this trial is to see if the use of oral supplements called probiotics can improve 

the gut bacterial and immunological barrier on your child. With the intention that when your child ingests cow’s milk in the future, he/she will not develop any 

symptoms or develop milder symptoms that permits him/her to eases his/her life and yours as parents. 

We will treat them with a probiotic strain called Lactobacillus rhamnosus GG for 12 months, and we will look for clinical manifestations after oral intake of 

cow’s milk and changes in the gut environment after the intervention. 

The cow’s milk exposure will be done by a standardized and validated method to diagnose food allergies called Oral Food Challenge (OFC), and it can also help 

determine if the diagnosed food allergy (FA) has resolved or improved after the intervention. This OFC procedure involves consuming gradual amounts of cow’s 

milk under medical supervision. The possible risks and discomforts could include itchy rash, hives, nausea, vomiting, abdominal discomfort, diarrhea, cough, 

stuffy, runny nose, sneezing, facial swelling, wheezing, and shortness of breath. Major risks could include breathing difficulties and anaphylaxis. The physicians 

taking care of this process are committed to rigorous safety standards, including graded exposures and careful observation. Medical staff will be fully equipped 

to treat any symptoms that may occur, including severe ones. The challenge will be stopped if severe reactions or major risks occur. Treatment for reactions 

may involve administering antihistamines, corticosteroids, and/or epinephrine, observation for up to several hours, visit to an emergency department, or 

admission to the hospital. 

This research study is expected to take approximately 15 months with one visit for screening, including an OFC and feces collection, monthly follow up phone 

calls, a visit for an OFC and feces collection after 12 months of treatment, and a visit for feces collection three months after finalizing of the intervention. 

We cannot and do not guarantee or promise that you or your child will receive any benefits from this study. The knowledge obtained from this clinical study 

helps in the advancement and understanding of FA and supports the development of new approaches for its treatment or prevention. Also, note that this is a 

placebo-controlled study; half of the participants will receive a sham treatment. Allocation to the active treatment group or placebo group will be done at 

random. This is necessary to differentiate and ascertain the effect of the active treatment. The study will also be double-blinded; this means that neither you 

nor your child nor the research team will know which treatment your child is receiving. 

Your child was selected as a possible participant in this study because he/she has a proven IgE-mediated cow’s milk allergy. If you decide to terminate your 

participation in this study, you should notify the research team. 

The participation of your child in this study is entirely voluntary. If you decide not to participate, it will not negatively affect his/her or his/her medical care. 

You can decide that your child participates now but withdraw your consent later and stop participating in the study without any loss of benefits or medical care 

to which he/she is entitled. 

The purpose, risks, benefits, and alternatives of the MILK ALLERGY TRIAL have been explained to my satisfaction. I understand that there is always a possibility 

of a reaction to the cow’s milk intake. I also understand that, as with every procedure, there is a possibility of unexpected complications over my child. 

I give my consent for my child to undergo the MILK ALLERGY TRIAL. 

I authorize the doctors to treat my child if allergic reactions occur. ___________________________________________________________________ 

Patient’s Name 

 

___________________________________________________________________ 

Date of Birth 

 

___________________________________________________________________ 

Responsible Party/Guarantor Name 
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___________________________________________________________________ 

Relationship to Patient 

 

___________________________________________________________________ 

Patient/Responsible Party/Guarantor Signature 

 

___________________________________________________________________ 

Healthcare Provider’s Signature 

 

___________________________________________________________________ 

Institution 

 

 

Date: _______________________City: ___________________________________ 
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Appendix B.2
 

ASSENT FORM 

MILK ALLERGY TRIAL 

This is a research study for children who are allergic to cow’s milk. The purpose of this trial is to see if the use of oral supplements called probiotics can improve 

the gut bacterial and immunological barrier in you. With the intention that when you ingest cow’s milk in the future, you will not develop any symptoms or 

develop milder symptoms, permitting you to ease your life and of your parents. 

We will treat you with a probiotic strain called Lactobacillus rhamnosus GG for 12 months, and we will look for clinical manifestations after oral intake of cow’s 

milk and changes in the gut environment after the intervention. 

The cow’s milk exposure will be done by a standardized and validated method to diagnose food allergies called Oral Food Challenge (OFC), and it can also help 

determine if the diagnosed food allergy (FA) has resolved or improved after the intervention. This OFC procedure involves consuming gradual amounts of cow’s 

milk under medical supervision. The possible risks and discomforts could include itchy rash, hives, nausea, vomiting, abdominal discomfort, diarrhea, cough, 

stuffy, runny nose, sneezing, facial swelling, wheezing, and shortness of breath. Major risks could include breathing difficulties and anaphylaxis. The physicians 

taking care of this process are committed to rigorous safety standards, including graded exposures and careful observation. Medical staff will be fully equipped 

to treat any symptoms that may occur, including severe ones. The challenge will be stopped if severe reactions or major risks occur. Treatment for reactions 

may involve administering antihistamines, corticosteroids, and/or epinephrine, observation for up to several hours, visit to an emergency department, or 

admission to the hospital.  

This research study is expected to take approximately 15 months with one visit for screening, including an OFC and feces collection, monthly follow up phone 

calls, a visit for an OFC and feces collection after 12 months of treatment, and a visit for feces collection three months after finalizing of the intervention. 

We cannot and do not guarantee or promise that you will receive any benefits from this study. The knowledge obtained from this clinical study helps in the 

advancement and understanding of FA and supports the development of new approaches for its treatment or prevention. Also, note that this is a placebo-

controlled study; half of the participants will receive a sham treatment. Allocation to the active treatment group or placebo group will be done at random, and 

this is necessary to differentiate and ascertain the effect of the active treatment. The study will also be double-blinded; this means that neither you nor the 

research team will know which treatment you are receiving. 

You were selected as a possible participant in this study because you have a proven IgE-mediated cow’s milk allergy. If you decide to terminate your participation 

in this study, you and your parents should notify the research team. 

Your participation in this study is entirely voluntary. If you decide not to participate, it will not negatively affect you or your medical care. You can decide to 

participate now but withdraw your consent later and stop participating in the study without any loss of benefits or medical care to which you are entitled. 

The purpose, risks, benefits, and alternatives of the MILK ALLERGY TRIAL have been explained to my satisfaction. I understand that there is always a possibility 

of a reaction to the cow’s milk intake. I also understand that, as with every procedure, there is a possibility of unexpected complications. 

I give my assent to undergo the MILK ALLERGY TRIAL. 

I authorize the doctors to treat me if allergic reactions occur. ___________________________________________________________________ 

Patient’s Name 

 

___________________________________________________________________ 

Patient’s Signature 

 

___________________________________________________________________ 

Date of Birth 

 

___________________________________________________________________ 

Responsible Party/Guarantor Name 
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___________________________________________________________________ 

Relationship to Patient 

 

___________________________________________________________________ 

Patient/Responsible Party/Guarantor Signature 

 

___________________________________________________________________ 

Healthcare Provider’s Signature 

 

___________________________________________________________________ 

Institution 

 

 

Date: _______________________City: ___________________________________ 
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Appendix C 
 
 

MEDICAL HISTORY FORMAT 
 

Center of origin     Date       

Name      Contact 

Parents  Age 

Sex   

Race/Ethnicity: ( )American Indian or Alaska Native 
( )White/Caucasian  
( )Hispanic/Latino  
( )Native Hawaiian or Other Pacific 
Islander  

  ( ) Asian 
( ) Black 
( ) Other: ________ 

      

Length of pregnancy:   

Birth weight:   

Type of delivery: ( ) Vaginal   

  ( ) Planned C Section           

  ( ) Emergency C section   

Problems with the pregnancy? Yes ( )  No ( )  Describe:   

Were there problems during the birth? Yes ( )  No ( )  Describe:   

Was your child breast fed? Yes ( ) No ( )    
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Was your child formula fed? Yes ( ) No ( )  Describe:   

Are shots (immunizations) up-to-date? Yes ( ) No ( )      

Date of Diagnostic of Milk Allergy:   

Result of IgE dosage:   

Type of Reaction   

Upper Respiratory Yes ( )  No ( )  Describe:   

Lower Respiratory Yes ( )  No ( )  Describe:   

Cutaneous Yes ( )  No ( )  Describe:   

Gastrointestinal Yes ( )  No ( )  Describe:   

Ocular Yes ( )  No ( )   Describe:   

Cardiovascular Yes ( )  No ( )  Describe:   

CNS Yes ( )  No ( )   Describe:   

Other diseases:   

OTHER ALLERGIC PROBLEMS:   

Medications in use:   

Previous surgery? Yes (  )  No ( )  Describe:   

Family Medical History:   
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Appendix H 
 
 
 

VISIT FORMAT 
 

 

Date:  

Name: 

Contact: 

Age: 

Sex: 

D1 Intervention: 

Side effects: Yes ( )  No ( ) 

Dates of food challenge: 

 

 

Documented Allergic Reactions 

Skin Upper Respiratory Lower Respiratory Gastrointestinal/Neurologi
cal 

Erythematous 

Pruritus Urticaria/Angioedema Sneezing/Itching Wheezing Laryngeal 
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