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What is the purpose of this document?
This is a consent form for you or your child to be enrolled in a research study.  The research study is to evaluate 
the safety and effectiveness of hand transplantation in the pediatric population. Although hand transplantation 
has been performed in approximately 50 adults, it has not yet been performed in children – and can be thought 
of as an experimental procedure.  This consent form provides information about hand transplantation.  It gives 
the risks and benefits of this procedure so that you can make an informed decision about whether to enroll or 
not to enroll in the study.

Why is this research study being conducted; What is its purpose?
This study is being conducted to assess the safety and effectiveness of human upper limb transplantation in 
patients between 10 and 25 years of age.

Who is conducting this research study, and where is it being conducted?
This is a single site study being conducted at Children’s Hospital in Boston.  The research is sponsored by 
Boston Children’s Hospital. The principal investigator is Amir Taghinia, MD.

How are individuals selected for this research study? How many will participate?
Patients between 10 and 25 years of age who are missing one or both hands are eligible for screening.  
Eligibility for enrollment in the study will depend on a thorough medical and psychiatric evaluation that you or 
your child has already been through. 

You or your child were identified as a potential patient and are eligible for transplantation in one of the 
following ways:  a) you were a known patient of Children’s Hospital Boston and had received care for hand 
amputation or were born without a hand or both hands; b) you contacted the hand transplantation unit directly or 
were referred to this unit by another physician; or c) your physician contacted you on our behalf.

Initially the research will focus on transplanting bilateral amputees.  Unilateral transplant candidates may be 
eligible if:

1. They are currently on immunosuppression for another solid organ transplant 
2. They are missing one hand and have poor or no function in the remaining limb

You or your child then underwent an extensive screening/evaluation process which included multiple clinic 
visits with the involved physicians, laboratory evaluation, imaging evaluation (X-rays and angiograms), 
psychiatric evaluation, and other testing.  After this process, the involved team of physicians determined that 
you or your child is a suitable candidate for hand transplantation.  

The study is limited to seeing if hand transplantation works well and is safe in 6 individuals.
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Participation in this study is entirely voluntary.  This is an elective procedure, meaning that it is not medically 
necessary for you/your child to receive a transplant.  Once you and/or your child understand the risks and 
benefits of hand transplantation, you may choose to pursue this option (if eligible) or you may choose not to 
pursue this option.  The choice is up to you.

What do I have to do if I am in this research study?
The staff at Boston Children’s Hospital have determined that you or your child are eligible to be enrolled in the 
study at Boston Children’s Hospital and have been listed for an organ(s).  Once an appropriate donor is 
identified, you or your child will undergo transplantation of one or both hands.  This procedure will take 
approximately 12-18 hours to complete and will be done under general anesthesia, with you or your child fully 
asleep, in the operating room.  During the procedure, there are multiple surgeons and anesthesiologists who will 
participate in your or your child’s care.  Once the procedure is done, you or your child will be closely monitored 
in the intensive care unit.  Blood tests will be done to monitor you or your child’s vital organs.  Special 
medications called immunosuppressive medications will be administered so that your or your child’s body does 
not reject the transplanted limb.  Medications are given before the transplant called induction drugs 
(alemtuzumab or basiliximab), followed by long-term tacrolimus and mycophenolate mofetil (and possibly a 
steroid medication) that will need to be taken for the life of the transplanted limb. You or your child will need 
close follow-up with examinations, skin biopsies, and blood tests to monitor your body and the transplant.  The 
visits and tests will be frequent immediately after the transplant but will diminish in frequency once the 
transplant is better established and healed.   You or your child will also need to do hand therapy to improve 
function and sensation in the limb. 

You or your child have/has undergone a screening evaluation visit as well as another visit or two to better 
discuss the risks/benefits of hand transplantation. If you decide to have this procedure, you will be placed on a 
waitlist.  As long as you are on the waitlist, you will be asked to come for repeat clinic visits every 6 months.  
Once an appropriate donor is identified and you undergo the transplantation procedure, you or your child will 
have a short stay of approximately 3-5 days in the intensive care unit, and then will be transferred to a regular 
hospital floor for another 3-5 days.  While you or your child are in the hospital, the transplanted hand, your vital 
signs, and your blood will be monitored for signs of rejection, infections, or complications.  Your expected 
length of stay in the hospital is approximately 14 days (2 weeks) but your stay may be longer or shorter 
depending on the circumstances.  You or your child will undergo routine skin biopsies that may need to be done 
in the operating room under general anesthesia.  In older children and young adults, the skin biopsies can be 
done without general anesthesia.  The routine skin biopsies will be done 1 week, 2 weeks, 4 weeks, and 3 
months after the operation – and may need to be done at other times as well if needed.  Once you or your child 
are/is discharged from the hospital, you will need to come to office visits twice per week to evaluate the 
transplanted limb, your vital signs, and your blood tests.

Once you or your child receives this treatment, you or your child will be in the study for the life of the 
transplanted limb.  Medication will have to be taken every day, at the same time, for the life of the transplanted 
limb.  This medication cannot be stopped; if stopped it could cause loss of the transplanted limb, severe illness, 
or death.  Consenting to be part of this research study is also consenting to a strict plan for follow up care.  Your 
life after transplant will require frequent visits to doctors, working with physical therapy for many hours a week 
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and meeting with a psychiatrist on a regular basis.  The medications that you take may have side effects that you 
do not experience now and can be difficult to manage and may require hospitalization.

As part of the consent process you and/or your child will be asked to sign an adherence contract which will 
outline specific measures that must be met prior to transplant.  Failure to comply with the adherence contract 
will affect your ability to be listed for transplant. 

As a part of this study, you and/or your child will be asked to complete surveys and questions which assess the 
function of the transplanted limb as well as your or your child’s own health-related quality of life.  In addition, 
you or your child will be asked to participate in measurements of hand function including range of motion, grip 
strength, pinch strength, and sensation.

The hand transplant team doctors and nurses will do their best to avoid unnecessary blood draws before and 
after the transplantation procedure.  However, multiple blood tests will be needed to monitor your or your 
child’s health.  These blood tests include metabolic tests (such as kidney and liver function), 
immunosuppressive medication levels, antibiotic medication levels, and infectious diseases.

A flowsheet and time table of an uncomplicated course before, during, and after transplant is outlined in the 
document titled Hand Transplant Patient Flowsheet (attached).

There are no control subjects or placebo medications or interventions in this study.

What are the risks of this research study? What could go wrong?

Because this has never been done before in children, there are a number of risks to seriously consider 
before you/your child decide to be in the study.

The surgeons and doctors who are taking care of you or your child are accomplished clinicians who routinely 
take care of complex cases at Children’s Hospital Boston.  However, despite the extensive combined 
experience, this procedure is experimental and has never been done in children and so, there are risks for 
complications.   The risks associated with hand transplantation can be grouped into three categories: risks of 
surgery, risks from medications, and other hand transplantation risks.

Physical risks from hand transplantation: 

Risks from surgery and anesthesia
There are a number of possible risks of the surgical procedure itself.  These include, but are not limited to, 
bleeding, infection, pain, scarring, stiffness, poor healing of bone or skin wounds, need for additional surgery, 
tendon rupture, and injury to normal structures such as nerves, blood vessels, tendons, or bone.  There is a risk 
that the transplanted limb(s) will not survive and will need to be surgically removed.  

There are also risks associated with general anesthesia, which study participants will receive for the surgery.  
Most healthy patients who undergo general anesthesia have no problems with it.  The most common side effects 
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are nausea and vomiting which last for only a few hours.  However, there is a small risk of long-term 
complications and rarely, death.  General anesthesia suppresses the normal throat reflexes that prevent 
aspiration, such as swallowing, coughing, or gagging.  Aspiration can occur when an object or a liquid is 
inhaled into the windpipe or the lungs, and may cause an infection.  There may also be damage to the voice box 
or the throat that results in hoarseness or irritation. Allergic reactions may happen to medications that are given 
for anesthesia.  In addition to these risks, there are risks associated with prolonged general anesthesia including 
injury to the trachea or the lungs, blood clots in the legs, blood clots in the lungs which may cause severe illness 
or death, nerve compression which may cause permanent nerve damage, and skin injury with open wounds.   
The likelihood of any of these complications is low – and if they do occur, they can be treated.

Long-term problems with general anesthesia can include mental confusion, memory problems, lung infections, 
stroke, or a heart attack.  These problems occur much more frequently in older adults.  Having other medical 
conditions such as heart, lung, or kidney problems can increase risk of anesthesia complications. Other factors 
that can increase risks include smoking, alcohol use, and obesity.  The likelihood of a major complication in an 
otherwise healthy child or adolescent is very low.

Risk of rejection
 After surgery, there is also a risk that your or your child’s body will reject the hand transplant.  Rejection can 
be acute, meaning that it occurs in a short period of time and has moderate or severe symptoms and signs; or it 
may be chronic, occurring at a very low, mild level over a long time.  If there is severe, uncontrollable acute 
rejection or worsening blood flow as a result of chronic rejection, the transplanted limb may have to be 
surgically removed.

If you choose to have a hand transplant, you or your child must adhere to all of the rules of the study including 
taking the appropriate medication for the life of the transplanted limb.  If these medications are not taken as 
prescribed, your/your child’s body is at a higher risk of rejecting the transplanted hand(s), and this may result in 
the need to amputate or have serious consequences to you/your child’s health. Youth and adolescents are 
especially prone to noncompliance with medications and rehabilitation.  Accordingly, youth and parents of 
youth must consider these very real risks carefully.

If the transplanted limb(s) is/are removed, it is possible that the resulting amputation stump(s) will be shorter 
than your or your child’s current stump(s) and this may result in a functional deficit that is worse than is present 
currently.  In other words, if the transplanted limb(s) is/are removed, it is possible that function will be worse 
than it is now.  The likelihood of a significant change is very low and depends on the level of the current stump.

Risk that transplanted hand will not last the lifetime of the child
 It is unknown how long transplanted hand(s) will survive.  Since hand transplantation has never been done 
before in children, we cannot know exactly how likely this risk is to occur. Our experience with solid organ 
transplant in pediatrics is that organs function for decades after transplant, but pediatric patients who are 
transplanted young usually require re-transplant at some point.  Based on data that we have, kidney transplants 
last between 6 and 20 years, hearts last greater than 10 years and have a 50% survival at 15 years, and 70% of 
liver transplants last greater than 10 years.  Of course, these numbers are dependent on how sick the patients are 
before transplant and how well-matched their donor is.  The adult hand transplant performed in Louisville in 
1999 is still intact and he continues to have good function 13 years later.  We believe that with compliance and 
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close monitoring transplanted limbs could last for decades or more like their solid organ counterparts.  That 
being said, transplanted hands may not survive for the patient’s entire life (especially in children) and may need 
to be removed and/or re-transplanted.  This may lead to a period of time when patients are again without hands.  
It is also possible that the re-transplanted hand will not have the same function as the previously transplanted 
one. 

Risk that the transplanted hands may not grow like a natural hand and other cosmetic risks
It is not known for sure whether transplanted limbs in children will continue to grow and at what rate. This 
means that there is a risk that the limb will remain small, or smaller, while the rest of the child continues to 
grow. This has not been studied in animals.  We do know that solid organ transplants in children continue to 
grow, and we also know that limbs that are amputated and replanted shortly thereafter will continue to grow.  In 
addition, a very young child in Malaysia received an arm transplant from her twin sister (who died for other 
reasons) and her arm has continued to grow.  This study is different from that one, though, because the child 
receiving the hand here will not be related to the child who has donated the hand, or be the exact same age. That 
said, the team believes that the transplanted arm will continue to grow.  If the limb does not grow, there are 
small additional procedures that may be considered (such as lengthening).

There is also the risk that the hand will look different.  The transplant team will make every effort to closely 
match the donor limb(s) to you or your child.  However, there is a chance that there may be skin color or texture 
differences, or size and/or age differences that may be obvious.  

Emotional risks from participating in this hand transplantation
Since hand transplantation is an experimental procedure, there are many unknowns about timing, prognosis, and 
outcomes. The unknown elements may create anxiety. The primary risk of emotional disturbance after surgery 
is depression and anxiety.  Depression may also occur because you or your child are in the hospital and not at 
home, and there is slow progress in functional improvement or nerve recovery, and need for multiple hospital 
visits (with multiple visits to the doctor’s office) after the procedure. Also, significant depression may occur if 
the limb transplant procedure fails, either early or later on. In addition, because these limbs are visible, it is 
possible that differences may be a source of concern for the patient and may pose a psychological risk (i.e. self-
consciousness or being teased). It is also possible that after surgery you/your child will not be satisfied with the 
performance of the new hands or the great effort required helping them to function. You/your child may feel 
anxious if you receive attention because the transplanted hands look noticeably different.

Financial risks
There are also some financial risks involving this study that should be considered. Children’s Hospital will pay 
for the first three months of involvement in the study, which includes the surgery and follow up care.  But, after 
3 months, we will ask your health insurance provider to pay for all the costs of taking care of you and your 
transplant. Aside from routine follow-up, the need for physical therapy and potential counseling services will be 
important after the first 3 months.  Your/your child’s insurance company will have to pay these costs.  We will 
try to negotiate this with your insurance, but if they do not pay, you will be responsible for these costs.  
Sometimes, things change, and you or your family may lose your insurance coverage, or you may switch plans 
to one that will not cover the costs of the study. If this happens, you or your family will need to be responsible 
for paying for any follow-up care associated with the hand transplants after three months.
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Privacy risks  
Participation in research may involve loss of privacy; however, the risk of this occurrence for hand 
transplantation is quite low and the same as any patient undergoing any procedure at Boston Children’s 
Hospital.  The only exception is that there may be increased media coverage of this procedure early on (see 
below). The transplant service and the hospital will ensure maximum privacy and patient confidentiality 
commensurate with federal and hospital regulations.

Media Interest
It is possible that the first few cases of hand transplantation done at Children’s Hospital will garner intense 
media interest.  Information about the transplant will not be made public until you or your child’s transplant has 
been completed.  After the procedure, there will be a release of information that a transplant has been done.  No 
specific patient information will be released without expressed written consent.  Since this procedure is unique 
in the pediatric population news agencies including the press, newspapers, magazines, and television stations 
may become interested in you or your child’s story and condition. This intense attention may cause emotional, 
psychological, social and privacy risks.  The transplant service and the hospital will ensure maximum privacy 
and patient confidentiality commensurate with federal and hospital regulations.  No specific information will be 
given without your permission.  The public affairs office of the Children’s Hospital will handle all of the 
inquiries according to hospital laws.

Physical risks from immunosuppression:  
As mentioned above, this procedure will require you/your child to take regular immunosuppression medicine 
for the entire time that the limb is on your/your child’s body.  Below, we discuss the possible risks associated 
with taking immunosuppression medicine in this way.

Infections and the immune system
Immunosuppressive medications impair the natural ability of the body to fight infection and to prevent certain 
kinds of cancers.   In other words, this medication weakens your immune system.  The reason for giving you 
this medication is that there is a natural tendency of your body to reject the transplanted organ.  If this rejection 
is allowed to happen, the transplanted organ would die.  The medication can prevent rejection of the limb or 
limbs.  Unfortunately, immunosuppressive medications weaken your entire immune system and make it so your 
body is able to fight infections.  Also, it can have other side effects such as metabolic complications (such as 
harming the kidney).

Infections that occur from immunosuppressive medications include opportunistic or non-opportunistic 
infections.  Opportunistic infections are due to viruses, fungi, bacteria or other organisms that your or your 
child’s immune system is normally able to fight off well.  These infections can happen in a specific organ 
system such as the eye, the lungs, the skin, or they can have bad effects on the entire body.  They can be serious 
and can cause severe illness or even death if not diagnosed and treated quickly.  If taken for a long time, 
immunosuppressive medications can also cause certain types of blood cancers and skin cancers.  These are 
typically treatable but may result in hospitalization, disfigurement from excision procedures (such as removing 
skin cancers from the face), and need for administration of other medications.  Finally, the metabolic 
complications that can occur from immunosuppressive medications may worsen kidney function, blood sugar 
(diabetes), gastrointestinal function (diarrhea, vomiting, abdominal pain, nausea), nerve function (tremors, 
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numbness), blood pressure (hypertension), skin appearance (acne, rash), hair growth, and mental well-being 
(depression, anxiety).

Risks specific to children who take long-term immunosuppression medication
The risks of taking immunosuppression medications increase the longer these medications are given.  These 
risks apply to children because they usually live longer with transplanted organs so their cumulative risks of 
immunosuppression may be higher.  Also, there is a risk that the medications will affect your child’s growth.  
We do know that steroid medications can interfere with overall growth to some extent.  In this study, we are 
planning to avoid steroids altogether, but we may not be able to do so if your/your child’s body starts to reject 
the transplanted limbs.  We are also not sure whether other medications used in immunosuppression will 
interfere with growth.  There is a risk that they will.

Cancer risks
There may be an elevated risk of cancers for children who receive hand transplants.  Cancer is a disease that has 
many different causes - it is known that your age, where you live or the family you are from can affect your 
risks of cancer.  We also know that some viruses cause cancers.  One of these viruses, called Epstein-Barr 
Virus, is responsible for the common disease that most teenagers get called mononucleosis (mono).  This virus 
can cause certain types of blood cancers called lymphoma.  Children who get solid organ transplants tend to be 
more susceptible to getting these lymphomas because they have not been previously exposed to this virus and 
have not developed immunity to it.  This may be less likely in hand transplant patients because the hands that 
they receive will be from near age-matched donors (i.e. from children near their own ages).  However, we 
cannot be certain since this procedure has never been done in children.  Also, the rates of these lymphomas have 
fallen in the past decade because of better medicines and better monitoring.  

The rate of solid tumors is higher in children who get solid organ transplants (like kidneys or livers) than in 
normal children.  However, this rate is still lower than seen in adult transplant patients.  One of the most 
common cancers is skin cancer – and it tends to be seen after 20 years of immunosuppression.  With close 
monitoring, most of these can be caught early before they have advanced.  In summary, the risk of cancers is 
lower in children than in adults who receive organ transplants, however, it is higher than in normal children.  
The primary exception to this is in lymphoma cancers – which may not be applicable to hand transplant patients 
after all (see previous paragraph).

Risk of rejection
By taking your immunosuppressive medications, you can avoid having your body reject the transplanted hand.  
However, sometimes a rejection episode will happen even though you have been taking all the correct 
medication.  Usually, this rejection episode will cause a skin rash.  If this happens, you should call the study 
coordinators and be seen immediately.  A skin biopsy may be needed and you may need to be admitted to the 
hospital and given other medications to control the rejection.  Most rejection episodes can be treated with 
medicines.  However, occasionally, rejection may become so severe that it may cause significant damage to the 
transplanted hand.  It may also cause the transplanted hand to die; and it may need to be surgically removed.  

Again, if you/your child choose to have a hand transplant, you/your child must adhere to all of the rules of the 
study including taking the appropriate medication for the life of the transplanted limb.  If these medications are 
not taken as prescribed, your or your child’s body may reject the transplanted hand(s), and this may result in the 

Protocol ID:IRB-P00001486                 Activation Date:  January  22, 2013                     Expiration Date: September 09, 2013



RESEARCH CONSENT FORM
MRN: _________________________

Pt Name: ______________________

Page 8 of 21

need to amputate or have serious consequences to you/your child’s health. It can be very hard for adolescents to 
take medications regularly and follow all of the procedures involved in therapy and rehabilitation.  Accordingly, 
youth and parents of youth must consider these very real risks carefully.

Emotional risks from immunosuppressive medication
The emotional risks associated with medication can be depression and anxiety.  These medications will have to 
be taken for a long time (as long as the life of the transplant) and this alone can cause depression in the patient 
because of interdependence on medications.  Some of these medications also directly cause emotional 
disturbances.  For example, steroid medications are well known to cause depression and anxiety.  Depression 
and anxiety are more likely to occur, however, as a result of the physical complications of these medications as 
listed above – especially since these complications can not always be treated and cured.  .

Unforeseeable risks:  Because this is an experimental procedure, there are unforeseeable risks that cannot be 
fully characterized at this time.  Hand transplantation in children and adolescents has not been performed 
before, so there is no way for us to know for sure what the unique risks are for the younger population

The likelihood of the above mentioned risks are outlined below:

Likelihood of physical risks from surgery:  The risk of major bleeding is low but you or your child may need 1-
2 units of blood administered during or after the operation.  The risk of the need for more blood is low.  The risk 
of infection is directly related to immunosuppressive medication and is discussed below.  The risk of injury to 
normal structures, development of lung injury, blood clots in the legs or lungs are also low.  The risk of poor 
function is low.  In reports of hand transplantation in adults, patients have regained significant functional 
improvement and at least the ability to feel hot and cold sensations.  The results in younger patients are 
expected to be better than in adults.

85% of patients with hand transplants have had an acute rejection episode in the first year.  An acute rejection 
episode is when the body’s immune system attacks the hand transplant because it sees it as foreign tissue.  One 
potential explanation for a high rate of rejection (as compared to solid organs like the kidney or liver) is that 
diagnosis of rejection is easier in transplanted hands because it is based on changes that are visible to the naked 
eye.   These rejection episodes show up as skin changes and have been successfully controlled with 
medications.  Chronic rejection is also a possibility.  Chronic rejection is a long-term process whereby the body 
slowly rejects the transplanted organ.  It usually manifests as thickening of the blood vessels.  So far, one 
patient has lost a hand transplant due to chronic rejection 9 months after the procedure.

Likelihood of physical risks from anesthesia:  The likelihood of physical risks from general anesthesia is very 
low in otherwise healthy children.  The screening evaluation that you or your child have/has undergone has 
deemed that you are healthy, and so the likelihood of a major complication is low.

Likelihood of physical risks from immunosuppression:  More than 80% of patients with kidney, liver, or heart 
transplants develop at least one infection.  Although most of these are not severe, 40% of all deaths after 
transplantation are related to infections.  During the first six months, in particular, you or your child face(s) an 
increased risk of opportunistic viral or fungal infections.  As for opportunistic infections in hand transplantation:  
in 33 closely-monitored patients, 5 cases of fungal infection of the skin, 10 cases of cytomegalovirus 
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reactivation (an infection of the eye), 3 herpes virus infections, and one molluscum contagiosum infection (viral 
skin infection) have been reported.  

The metabolic complications associated with immunosuppressive medications have been well-documented and 
are outlined above.  In a recent review article on hand transplantation, of the 33 well-documented patients who 
had received hand transplantation in America or Europe, 29 had opportunistic infections and 23 had metabolic 
complications. The most common metabolic complications were high blood sugar (n=9) and impaired kidney 
function (n=5).  One patient developed end-stage renal disease and another developed avascular necrosis of the 
hip that required hip replacement. 

Prolonged suppression of the immune system also impairs the ability of the body to prevent certain types of 
cancers.  The risk of malignancy in patients with organ transplants is higher than normal risk, and maybe 
increased by several hundred times.  The more typical malignancies include skin cancers, post-transplant 
lymphomas, and lymphoproliferative disorders (PTLD) or Kaposi’s sarcoma (KS).  The risk of non-Hodgkin’s 
lymphoma is estimated to be 0.3-0.4% in the first year, decreasing to 0.06-0.09% during the years to follow.  
Patients who have never been exposed to a virus that causes mononucleosis (Epstein-Barr virus, EBV) who 
receive EBV-positive organs are at higher risk for certain blood cancers.  In hand transplantation, one patient 
has developed a post-transplant blood cancer of this kind and another developed a mild skin cancer of the nose 
(basal cell carcinoma) – both of these patients were treated successfully.

Despite all these complications, the majority of the reported adverse effects have been short-lived and 
reversible.  The infections, metabolic, and neoplastic complications have been treated expeditiously.  Long-term 
complications have occurred in only two patients – one who developed end-stage kidney disease and another 
with avascular necrosis of the both hips requiring hip replacements.

The following steps will be taken to minimize surgical and medication risks:
Careful surgical technique and attention to detail will be given to surgical handling and repair of the bones, 
tendons, muscles, nerves, blood vessels, and skin.  Tourniquet will be used where possible to avoid blood loss.  
Immobilization of the limb in a cast or splint will prevent motion and ensure good healing.  All of these steps 
will minimize risks of poor healing, injury to normal structures and other surgical complications including 
potential early loss of the transplant due to inadequate blood flow.

We will check blood type to ensure an appropriate match for the transplantation.  After the operation, pain will 
be controlled with pain medication.  Vital signs will be monitored.  Routine postoperative skin biopsies will be 
done early to monitor for early development of acute rejection.  Also, frequent and routine physical 
examinations and blood tests will be done to check for rejection and infectious and metabolic complications.
 
If complications do occur, they will be detected and treated promptly (due to close monitoring and follow up).  
Rejection will be treated with medications and may require hospitalization.  Surgical complications may require 
prompt surgical exploration and repair.  Infections will be treated with antibiotics or other appropriate 
medications.  If the complication(s) is/are severe, the transplanted hand may need to be surgically removed and 
immunosuppressive medication discontinued to avoid severe health consequences or death.
 

Protocol ID:IRB-P00001486                 Activation Date:  January  22, 2013                     Expiration Date: September 09, 2013



RESEARCH CONSENT FORM
MRN: _________________________

Pt Name: ______________________

Page 10 of 21

Once you undergo transplant surgery you will not be able to voluntarily leave the study unless there is a medical 
indication.  Removal of the hand and stopping immunosuppression will be a team decision based on what is in 
the best interest for the patient.(point i/iii long term commitment)   As mentioned previously, if the transplanted 
limb(s) is/are removed, it is possible that the resulting amputation stump(s) will be shorter than your or your 
child’s current stump(s) and this may result in a functional deficit that is worse than is present currently.  In 
other words, if the transplanted limb(s) is/are removed, it is possible that subsequent function will be worse than 
the function that you or your child have now.  The likelihood of a significant change is very low and depends on 
the level of the current stump.

If, during this study, we have reason to believe that you/your child are at risk for being suicidal or otherwise 
harming yourself, we are required to take the necessary actions.  This may include notifying you, your parent(s), 
your therapist(s) if applicable, or other individuals.  If this were to occur, we would not be able to assure 
confidentiality.

During this study, it is possible that we discover that you or your child has an active infectious disease or other 
previously unknown medical condition.  We will disclose the results to you and take necessary action in 
accordance with routine clinical care that includes but is not limited to treatment of the discovered condition.  
Discovery of this condition may result in disqualification from your or your child’s participation in the study.

During this study, it is possible that we discover that you or your child has a sexually transmitted infectious 
disease such as syphilis, gonorrhea, human immunodeficiency virus (HIV) or hepatitis B or C infection.  We are 
then obligated to inform you of these results and institute treatment if required.  It is possible for you or your 
child to be disqualified from participating in the study if one or more of these infections are detected.

For patients who already have a solid organ transplant:
The Pediatric Transplant Center has extensive experience with multi-organ transplants – whether done 
simultaneously (i.e. at the same time) or sequentially (i.e. one after the other).  In all cases, the team has 
adapted the immunosuppression for the most recent organ transplanted, keeping in mind the minimum 
needed for the other one(s).  The risk of jeopardizing the previously transplanted organ with a change in 
immunosuppression medications is very low.  Also, it should be noted that your or your child’s body 
might reject one transplanted organ while not attacking another one.  There is also a low risk that this 
would happen.

For parents of young women:
The effects of immunosuppressive drugs on the reproductive system (sperm, eggs) or to the developing 
fetus are unknown.  For this reason, patients taking the drug should not become pregnant without 
appropriate counseling.  For entry into this study, we require that all participants agree to either abstain 
from sexual intercourse or use a reliable, effective contraception for this period. Before your child starts 
on this research study, pregnancy testing will be performed. The results of the pregnancy test are 
confidential. Results will be given to your child by one of the study nurses or doctors in private.  Every 
effort will be made to maintain confidentiality regarding positive pregnancy test results.  Our policy is 
that we would not tell parent(s) or guardian(s) without your child's permission.  However, under certain 
circumstances, we might be compelled to reveal this information.  For example, if your child's life or 
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someone else's life was at risk or if abuse was suspected, it may be necessary to inform you as parent(s) 
or guardian(s) of a positive pregnancy test.  

If we believe it's necessary to tell a parent or guardian of a positive pregnancy test without your child's 
permission, we would meet with your child first in private to discuss our concerns before giving any 
information regarding pregnancy. After the transplantation procedure, if your child has a positive 
pregnancy test, the consultation of a high-risk obstetrician will be sought.  Some of the 
immunosuppressive medications are teratogenic and can harm the fetus.  Getting pregnant during the 
early stages after limb transplantation may jeopardize the transplant, the health of your child, or the 
health of the fetus.  If your child becomes pregnant or if there is any chance that your child is pregnant 
(late menstrual period), please contact the study personnel immediately so that we may provide medical 
assistance and counseling.   Transplant patients who plan to become pregnant should be seen by the 
transplant pharmacist and high-risk obstetrician for planning prior to pregnancy.

For young women:
The effects of immunosuppressive drugs on the reproductive system (sperm, eggs) or to the developing 
fetus are unknown.  For this reason, patients taking the drugs should not become pregnant without 
proper counseling.  Before you start on this study, and during the study, pregnancy testing will be 
performed. The results of the pregnancy test are confidential and will be told to you by one of the study 
nurses or doctors in private. Every effort will be made to maintain confidentiality regarding positive 
pregnancy test results. Our policy is that we would not tell your parent(s) or guardian(s) without your 
permission. However, under certain circumstances, we might be compelled to reveal this information. 
For example, if your life or someone else's life was at risk or if abuse was suspected, it may be necessary 
to inform your parent(s) or guardian(s) of a positive pregnancy test. If we believe it's necessary to tell 
your parent or guardian of a positive pregnancy test without your permission, we would meet with you 
first in private to discuss our concerns prior to giving any information regarding pregnancy.  After the 
transplantation procedure, if you have a positive pregnancy test, the consultation of a high-risk 
obstetrician will be sought.  Some of the immunosuppressive medications are teratogenic and can harm 
the fetus.  Getting pregnant during the early stages after limb transplantation may jeopardize the 
transplant, your health, or the health of the fetus.  If you become pregnant or if there is any chance that 
you might be pregnant (late menstrual period, broken condom, missed oral contraceptive pills, etc) 
please contact the study personnel immediately so that we may provide medical assistance and 
counseling.  The phone call will be strictly confidential, and we will not notify your parent(s) or 
guardian(s) without your permission.  With your permission, the team would like to contact your partner 
as well.  Transplant patients who plan to become pregnant should be seen by the transplant pharmacist 
and high-risk obstetrician for adequate planning prior to pregnancy. 

You have been informed about special concerns about pregnancy and unknown reproductive risks of the 
drug(s). You have informed the study personnel that you will abstain from sexual intercourse or practice 
effective birth control methods during the study. 

Sign here:  ______________________________           Date:____________
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For parents of young men:
The effects of immunosuppressive drugs on the reproductive system (sperm, eggs) are unknown.  For 
this reason, patients taking the drug should not become pregnant or be involved in fathering a child 
without appropriate counseling.  For entry into this study, we require that all participants agree to either 
abstain from sexual intercourse or use a reliable, effective contraception for this period.  If your son is 
discovered to have fathered a child, our policy is that we would not tell parent(s) or guardian(s) without 
your child's permission.  However, under certain circumstances, we might be compelled to reveal this 
information.  For example, if your child's life or someone else's life was at risk or if abuse was 
suspected, it may be necessary to inform you as parent(s) or guardian(s) of this discovery.  
If we believe it's necessary to tell a parent or guardian of this status without your child's permission, we 
would meet with your child first in private to discuss our concerns before giving any information 
regarding pregnancy. After the transplantation procedure, if your child is involved in fathering a child, 
there may be damage to the fetus.  If your become aware of this, please contact the study personnel 
immediately so that we may provide medical assistance and counseling. Transplant patients who plan to 
father a child should be seen by the transplant pharmacist for adequate planning and modification of the 
medications prior to doing so.

For young men:
The effects of immunosuppressive drugs on the reproductive system (sperm, eggs) or to the developing 
fetus are unknown.  For this reason, patients taking the drug should not become pregnant or be involved 
in fathering a child without proper counseling.

If at any point, after the hand transplantation procedure, there is any chance that you might be involved 
in fathering a child (in particular, unprotected sexual intercourse), please contact the study personnel 
immediately so that we may offer confidential medical advice and counseling as needed.  The call will 
be strictly confidential and we will not notify your parent(s) or guardian(s) without your permission. 

Transplant patients who plan to father a child should be seen by the transplant pharmacist for adequate 
planning and modification of the medications prior to doing so.

You have been informed about special concerns about pregnancy and unknown reproductive risks of the 
drug(s). You have informed the study personnel that you will abstain from sexual intercourse or practice 
effective birth control methods during the study. 

Sign here:  ______________________________             Date:____________

Radiation exposure:
Your participation in this research study involves exposure to radiation.  We are exposed to radiation 
every day of our lives from both natural and manmade sources.  The average, whole body radiation 
effective dose to a person in the U.S. from these sources is about 620 millirem per year.  Individuals 
who are exposed to radiation in their work (for example x-ray technologists, radiologists, etc.) may 
legally receive up to 5000 millirem per year.  The effective dose that you will receive by participating in 
the screening process is potentially more than the average effective dose to a person in the U.S. from 
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natural and manmade sources, but less than the limit for occupationally exposed individuals.  The 
effective dose that you will receive by participating in the screening and transplantation process is 
more than the average effective dose to a person in the U.S. from natural and manmade sources, but less 
than the limit for occupationally exposed individuals.  This effective dose is well below the levels that 
are thought to result in a significant risk of harmful effects.  The calculated dose equivalent that you or 
your child will receive during the screening process of this study is approximately between 513 mrem 
and 996 mrem (depending on the participant’s age – range from 2 yrs to adult).  If you or your child 
participate in this study including screening and transplantation, the calculated dose equivalent that will 
be received is between 673 mrem and 1306 mrem (depending on the participant’s age – range from 2 yrs 
to adult).

You may receive additional radiation doses if, during the screening process, unforeseen events arise that 
require additional imaging for optimal screening, diagnosis, or treatment.

Magnetic resonance imaging (MRI):

Risks and Discomforts:  MRI is generally considered a harmless imaging technique because it does not 
involve exposure to ionizing radiation such as x-rays. There are however some risks with MRI that are 
easy to avoid but which you should be aware of.  These potential risks very rarely cause harm when 
MRI is performed within established guidelines by people who are trained.

MRI uses a powerful magnet to make images. Therefore, persons with metal implants, such as certain 
types of surgical clips or pacemakers should not have an MRI.  Other metal objects such as keys, 
pocketknives, or some types of jewelry must be removed prior to entrance to the magnet room.  These 
objects can be pulled towards the magnet at very high speeds and can cause serious injury.  You will be 
screened for such objects.  In addition to a large magnet, the MRI scanner also uses radio frequency 
waves that can, on rare occasions, cause a mild warming sensation similar to what you feel on a warm 
day at the beach. The MRI scanner makes loud banging noises during the scanning session. During the 
MRI study you/your child will be provided with earplugs to reduce the noise heard from the scanner. It 
is also possible that the magnetic fields in the scanner can cause mild nerve and muscle twitching in the 
arms and legs.  Such effects are extremely rare but, possible. Some people simply find it uncomfortable 
and/or claustrophobic to lie in the closely space of the MRI scanner.  If during the MRI, you or your 
child gets nervous or upset, the procedure will be stopped.  Although there are no known long-term 
harmful effects from having an MRI scan performed, it is always possible that there are long-term 
effects that are not presently known.

Some studies require sedation so that the child sleeps during the MRI scan.  When sedation is 
performed, wires are attached to the child for monitoring their breathing and heart rate during the 
procedure.  On very rare occasions the presence of such wires has resulted in burns at the site of skin 
contact. Proper placement and use of the wires greatly minimizes this risk and the technologists have 
been trained in this procedure so that the probability of a skin burn from the wire contacts is very small.

Imaging studies with contrast:
As part of the screening process, you have already had a traditional angiogram study where the blood 
vessels of your arm(s) were tested.  It is not expected that you will need additional studies where 
intravenous contrast media is used. 
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What are the benefits of this research study?

It is important to consider that, because this is an experimental procedure and has not been performed in 
children, we do not know what the benefits may be, or if the benefits will definitely outweigh the burdens 
presented by hand transplantation.  This section explains what we think the benefits may be, based on the 
outcomes of adults who have experienced hand transplantation.

There have been nearly 70 hand transplants (in about 50 patients) done in the world since 1998.  The outcome 
results of 33 of these patients (49 hands) done in Western countries was reported by the International Registry 
on Hand and Composite Tissue Transplantation in late 2010.  The data on risks and benefits of hand 
transplantation are based mainly on these patients.  All of these patients were adults.  Since this publication 
there have been an additional 20 or so hand transplants done in the world but the outcomes of these have not 
been yet reported – although anecdotal reports indicate similar results.

The benefits of hand transplantation have been relatively well-established in adults.  Adults who undergo this 
procedure have reported improvement in function, sensation, and overall health-related quality of life.
In patients who have missing hands as a result of trauma or infection or in those who are born without hands, 
the current available surgical methods are not good enough to create a hand.  Any kind of reconstruction that is 
undertaken may require multiple stages, multiple hospitalizations, long-term therapy and – despite this – may 
still yield a poor functional outcome. Accordingly, with advances in reconstructive microsurgery and improved 
postsurgical care, reconstructive surgeons turned to hand transplantation to improve the quality of life in those 
patients with upper limb amputations.

The functional outcomes of hand transplantation in adults have been better than expected. All surviving hand 
transplants display normal skin color and texture, as well as normal hair and nail growth.  Protective sensation 
(ability to detect pain and hot and cold objects) is present in all of these transplanted hands; and some patients 
have a certain degree of discriminative sensation (ability to feel the difference between two objects).  Recovery 
of muscles and tendons that allow for flexing and extending the fingers has been excellent with almost all 
patients able to perform gross object manipulation.  Recovery of the small muscles in the hand that allow fine 
object manipulation has not been as good – and only a few patients are able to manipulate small objects well.  
Nevertheless, functional recovery has enabled patients to perform activities of daily life, including eating, 
driving, riding a bicycle, shaving, using the telephone, and writing.  Quality of life has improved and many 
patients have been able to return to work.  When performed, functional magnetic resonance imaging has 
demonstrated that the newly transplanted hand is reintegrated into the part of the brain that corresponds to the 
hands of people who were born with regularly functioning limbs.  The early functional outcomes of hand 
transplants are superior to those of prostheses and comparable to those who have had their hands surgically 
reattached after being amputated.

It is expected that hand transplants will provide even better function in children.  This is because children have 
much better healing potential than adults.  They heal wounds better, rarely develop stiffness and they also heal 
injured nerves much better than adults.  Thus, it is expected that hand transplantation in children will provide 
even better functional outcomes and better improvement in quality of life.
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Your participation in this study may provide potential benefits to society, the medical community, and other 
patients with upper extremity amputations.  The information obtained from you or your child’s transplantation 
procedure will help us understand whether such a procedure will be effective and safe in young adults and 
children.  If deemed safe and effective, many other patients would potentially benefit from this intervention.  
Furthermore, the information obtained from you and/or your child will form the basis of better understanding 
the body’s incorporation of a composite tissue allotransplant – in terms of functional outcome, nerve recovery, 
and immunosuppression.  As a result of you or your child’s participation, the medical community can learn 
more about this procedure and take steps to improve the procedure and the immunosuppressive regimen so that 
patients like you, your child, or others in the future will benefit.

Are there costs associated with this research study? Will I receive any payments?
We do not offer any payments for participation in this study.  There will be no reimbursement for any foreseen 
or unforeseen costs that are not directly associated with clinical care.  This includes no reimbursement for 
parking, transportation, and income lost from not working.

Because this is an experimental procedure, we will not seek financial compensation from your health insurance 
provider for the screening, the actual procedure, or 3 months of postoperative care.  Children’s Hospital and its 
physician foundations have agreed to waive all of these charges.  However, we will seek approval from your 
health insurance provider to cover all costs associated with immunosuppressive medications and health care 
(including hospitalizations and other procedures as needed) AFTER the 3-month postoperative date. We will 
seek approval for this before you are formally screened for this procedure.

As mentioned in the “financial risks” section above, even if insurance agrees to assume all costs after 3 months, 
it is important for you to realize that changes in employment, marital status or insurance companies could 
impact future coverage.  If at a future time you lose health care coverage, you would be responsible for the cost 
of medication and all the follow up needed to support the transplanted limbs.  If you lost insurance there could 
be a great financial burden placed on your family due to transplant.

The need for physical therapy and psychiatric services can be higher after the first three months (which are 
covered by Children’s Hospital).  Since your insurance company will have to cover these services after the first 
three months, we will try to negotiate this with your insurance company before hand to make sure that you 
continue to get coverage – however, this may not be a guarantee.

Participation in this study involves greater than minimal risk to you or your child.  In the event of an injury 
resulting directly from your participation in this research study, medical treatment will be provided if the injury 
is reported in a timely manner.  Provision of such medical care does not imply any negligence or other 
wrongdoing on the part of the Hospital or any of the physicians or other personnel involved in the study.  Where 
applicable, the Hospital reserves the right to seek payment from third-party payers for any medical care or 
services rendered.  The Hospital has no program to provide you with any additional compensation as a result of 
any such injuries.
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What will happen with the information obtained as part of this research study? What 
about confidentiality?
Your or your child’s confidentiality will be fully protected under federal law and hospital policies.  All of the 
private and confidential health-related information will be kept on the Children’s Hospital Boston’s secure 
computer system.  A list of all of screened and eligible patients, as well as those who have undergone the 
procedure will be kept in the transplant registry of the Children’s Hospital Pediatric Transplant Center.  

It is possible that you or your child’s story and procedure will garner media interest.  Interested parties may 
include newspaper, radio, television, and magazine agencies. All media relations will be handled by the Public 
Affairs department at Children’s Hospital Boston.  Your confidentiality is protected by federal law, ethical 
principles, and rules and regulations of Children’s Hospital Boston.   Before or after the procedure, you may be 
asked to authorize the use and release of your information and images – and to sign a consent form for this.  
Children’s Hospital Boston will not release any information without your expressed permission and 
written/signed consent. 

It is possible that your or your child’s confidential health information will be released to federal and state 
agencies that have authority over the research, Children's Hospital Boston or patients (for example the 
Department of Health and Human Services, the Food and Drug Administration, the National Institutes of 
Health, the Office of Human Research Protections, the Department of Social Services or other governmental 
offices as required by law). 

Your or your child’s health information may also be released to clinical staff not involved in the Study who may 
become involved in your/your child's care, if it is potentially relevant to treatment.

A copy of this consent form will be placed in you/your child’s medical record. 

Medical information collected during this study will become part of your/your child's hospital record, if the 
information is determined to be pertinent to the care you/your child receive at Children's Hospital.  Medical 
records are considered permanent records, therefore, materials cannot be deleted from the record.  Medical 
records are available to health care professionals at Children's Hospital and may be reviewed by Hospital staff 
in their course of carrying out their responsibilities, however, they are required to maintain confidentiality in 
accordance with applicable laws and Hospital policies.  Information contained in your/your child's medical 
record may not be given to anyone unaffiliated with Children's Hospital in a way that could identify you/your 
child without written consent, except as required or permitted by law. Information collected during the study 
that does not become part of your/your child's medical record will be stored in separate research files 
maintained by the investigator.  These research records will not be made available to any individuals who are 
not part of the research team unless you so request or as required by law. If you/your child withdraw from the 
research study, information that has already been collected will become part of the research data, however, 
you/your child will not be identified.

If I do not want to take part in this research study, what are the other choices?
Participation in this study is totally voluntary.  However, if you or your child enroll/s in this study and 
undergo/es hand transplantation, then voluntary withdrawal from the study may not be possible as it may 
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jeopardize your or your child’s health. If the transplant team deems that withdrawal will risk your (or your 
child’s) overall health, it may decline your request to withdraw from the study.

Hand transplantation is an elective procedure, meaning that it is not medically necessary.  Alternatives to hand 
transplantation are the following:  

1) No intervention – you or your child can continue to live in the current state and function at 
current status

2) Prosthesis use – you or your child may be fitted with prostheses that will help improve upper 
limb function.  It is very important for you or your child to acknowledge that the use of a 
prosthetic is one of the best alternatives to hand transplantation.  Please see full summary of 
this option below.

3) Surgical reconstruction – possible surgical reconstructive options that may improve your 
function – only in selected cases where reconstruction is possible

Refusal to participate in this study will not interfere with your or your child’s current or future care at Boston 
Children's Hospital.

Prostheses:
A prosthesis is a device that tries to look and act like a hand.  Prostheses can be body powered, cosmetic, or 
myoelectric.  Body powered prostheses use a complicated system of strings and pulleys that allow the user to 
manipulate a hook to do certain functions.  These can be complicated, and difficult to use by children – but they 
do provide some function.  Cosmetic prostheses are not functional and cannot perform any activities – however, 
they try to mimic the appearance of a hand.  Myoelectric prostheses are battery powered and respond to your 
moving of muscles in the arm or forearm.  They can grab and let go and are also able to perform other small 
tasks.  However, they can be heavy and expensive.  They are also prone to damage and need to be replaced 
frequently in small children.  The compliance rate with prostheses has been studied many times – but there is no 
consensus about how much they are used.  They clearly do provide some function – however, they have 
drawbacks including lack of sensation.  Nevertheless, they are an important alternative to transplantation that 
should be considered by you and/or your child.  Prosthesis are a safer alternative to hand transplantation and 
create no medical or surgical risks; whereas, hand transplantation can be risky.

For additional information about prosthesis, you can refer to a variety of resources on the internet such as:

1) Wikipedia page on prostheses at:  http://en.wikipedia.org/wiki/Prosthesis
2) Children’s electronic hand assistance project:  http://www.myoelectricprosthesis.com/
3) Open prosthetics project:  http://openprosthetics.org
4) U.S. Amputee coalition:  http://www.amputee-coalition.org

What are my rights as a research participant?
You have the right to refuse to participate in this study.  Refusal to participate in this study will not interfere 
with your or your child’s current or future care at Children's Hospital. 
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You have the right to know about potential health issues that may be discovered as part of the work up for 
undergoing hand transplantation.  You also have the right to know about any changes in your or your child’s 
health during and after the transplantation process.

Why would I be taken off the study early?
There are potential situations in which you may be taken off the study – this would mean that the hand 
transplant would have to be removed.  The main indication for withdrawal from the study is if your overall 
health and/or the health of the transplants are in jeopardy as a result of rejection or a complication of 
immunosuppression such as infection.  Other potential reasons would be:

 You/your child is not able to attend the study visits required by the study.
 You/your child fail to follow the study requirements including compliance with medications and 

hand therapy.

What do I need to know about Privacy and Confidentiality?
You/your child’s health information is protected by a law called the Health Information Portability and 
Accountability act (HIPAA). In general, anyone who is involved in this research including those funding and 
regulating the study may see the data, including information about you.  For example, the following people 
might see information about you:

 Research staff at Boston Children’s Hospital involved in this study 
 Medical staff at Boston Children’s Hospital directly involved in your care that is related to the research 

or arises from it.
 Other researchers and centers that are a part of this study, including people who oversee research at that 

hospital.
 People at Boston Children’s Hospital who oversee, advise, and evaluate research and care. This includes 

the ethics board and quality improvement program
 People from agencies and organizations that provide accreditation and oversight of research.
 People that oversee the study information such as data safety monitoring boards, clinical research 

organizations, data coordinating centers, and others. 
 Sponsors or others who fund the research, including the government or private sponsors.
 Companies that manufacture drugs or devices used in this research.
 Federal and state agencies that oversee or review research information, such as the Food and Drug 

Administration, the Department of Health and Human Services, the National Institutes of Health, and 
public health and safety authorities

 People or groups that are hired to provide services related to this research or research at Boston 
Children’s Hospital, including services providers, such as laboratories, and others

 Your health insurer for portions of the research and related care that are considered billable.

If some law or court requires us to share the information, we would have to follow that law or final ruling.

Some people or groups who get your health information might not have to follow the same privacy rules. Once 
your information is shared outside of Boston Children’s Hospital, we cannot promise that it will remain private. 
If you/your child decide to share private information with anyone not involved in the study, the federal law 
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designed to protect privacy may no longer apply to this information. Other laws may or may not protect sharing 
of private health information. If you have a question about this you may contact the Boston Children’s Hospital 
Privacy Office at 857-218-4680 which is set up to help you understand privacy and confidentiality.

Because research is ongoing we cannot give you an exact time when we will destroy this information.  
Researchers continue to use data for many years so it is not possible to know when they will be done.

We will also create a code for the research information we collect about you so identifying information will not 
remain with the data and will be kept separately. The results of this research may be published in a medical 
book or journal or be used for teaching purposes. However your name or identifying information will not be 
used without your specific permission. 

Your privacy rights
If you or your child do not want to participate in this study, you do not have to.  If you do want to participate, 
however, you must sign this form.  

If you do not sign this form, it will not affect your care or your child’s care at Boston Children’s Hospital now 
or in the future and there will be no penalty or loss of benefits.  You/your child can withdraw from the study 
and end your permission for Boston Children’s Hospital to use or share the protected information that was 
collected as part of the research; however you cannot get back information that was already shared with others. 
Once you remove your permission, no more private health information will be collected. If you wish to 
withdraw your health information will need to do so in writing.  

You/your child may have the right to get some the information that was shared with others for research, 
treatment or payment.  This information is available after the study analysis is done.  To request the 
information, please contact the Hospital’s Privacy Officer at 857-218-4680.

Contact Information
I understand that I may use the following contact information to reach the appropriate person/office to address any questions or 
concerns I may have about this study.  I know:

  I can call…   At   If I have questions or concerns about

Investigator: Phone: 617-355-3421
Amir Taghinia, MD Pager: 617-355-7244

Pager #4000

 General questions about the study
 Research-related injuries or emergencies
 Any research-related concerns or complaints

Study Contact Phone: [617-919-2036 
Maureen Pimentel Pager: 617-355-7244

Pager #1756

 General questions about the study
 Research-related injuries or emergencies
 Any research-related concerns or complaints

Office of
Clinical Investigations

Phone: 617-355-7052  Rights of a research subject
 Use of protected health information.
 Compensation in event of research-related injury
 Any research-related concerns or complaints.
 If investigator/study contact cannot be reached.
 If I want to speak with someone other than the 
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Investigator, Study Contact or research staff.

Documentation of Informed Consent and Authorization

 I have read this consent form and was given enough time to consider the decision to participate in this study.
 This research study has been satisfactorily explained to me, including possible risks and benefits.
 All my questions were satisfactorily answered. 
 I understand that participation in this research study is voluntary and that I can withdraw at any time.
 I am signing this consent form prior to participation in any research activities.
 I give permission for my/my child’s participation in this research study and for the use of associated protected health information 

as described above (HIPAA). 

Parent/Legal Guardian Permission (if applicable) 
If the child to be involved in this research study is a foster child or a ward of the state please notify the researcher or their staff who is 
obtaining your consent.

  __________________ ____________________________________________ _________________ 
  Date (MM/DD/YEAR) Signature of Parent #1 or Legal Guardian Relationship to child

  __________________ ____________________________________________ _________________ 
   Date (MM/DD/YEAR) Signature of Parent #2 (if required) Relationship to child

 CHECK if 2nd parent signature not obtained above.  The PI must document in research records, the reason and/or all attempts 
made before concluding 2nd parent was not ‘reasonably available’.

Child Assent (if applicable) 

 If child/adolescent’s assent is not obtained, please indicate reason below (check one):
 Assent is documented on a separate IRB-approved assent form
 Child is too young
 Other reason (e.g. sedated), please specify: ____________________________________________

Investigator or Associate’s Statement & Signature

 I have fully explained the research study described above, including the possible risks and benefits, to all involved parties 
(subject/parents/legal guardian as applicable). 

 I have answered and will answer all questions to the best of my ability. 
 I will inform all involved parties of any changes (if applicable) to the research procedures or the risks and benefits during or 

after the course of the study. 
 I have provided  a copy of the consent form sign by the subject/ parent / guardian and a copy of the hospital’s privacy 

notification  (if requested)

 __________________ ____________________________________________
   Date (MM/DD/YEAR) Signature of Investigator or Associate
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Witness Statement & Signature

Required ONLY IF (check which one applies):

 Consent document needs to be read to subject or legal representative, or 
 Communication impairments limit the subject’s ability to clearly express consent, or 
 Other reason: please specify _____________________________________________

I confirm that the information in this consent form was accurately explained to, and understood by the subject, parent and/or legally 
authorized representative as required, and that informed consent was given freely.

 __________________ ____________________________________________
   Date (MM/DD/YEAR) Signature of Witness
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