
Informed Consent Model for S0410
*NOTES FOR LOCAL INSTITUTION INFORMED CONSENT AUTHORS: 

This model informed consent form has been reviewed by the DCT/NCI and is the official consent document for this study. Local IRB changes to this document are allowed.  (Institutions should attempt to use sections of this document that are in bold type in their entirety.)  Editorial changes to these sections may be made as long as they do not change information or intent.  If the institutional IRB insists on making deletions or more substantive modifications to the risks or alternatives sections, they may be justified in writing by the investigator and approved by the IRB.  Under these circumstances, the revised language, justification and a copy of the IRB minutes must be forwarded to the Southwest Oncology Group Operations Office for approval before a patient may be registered to this study.  

Please particularly note that the questions related to banking of specimens for future study are in bolded type and may not be changed in any way without prior approval from the Southwest Oncology Group Operations Office.

Readability Statistics:  


Flesch Reading Ease

56.4
 (targeted above 55)
Flesch-Kincaid Grade Level
 9.4
 (targeted below 8.5)

· Instructions and examples for informed consent authors are in [italics]. 

· A blank line,  __________, indicates that the local investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 

· The term "study doctor" has been used throughout the model because the local investigator for a cancer treatment trial is a physician.   If this model is used for a trial in which the local investigator is not a physician, another appropriate term should be used instead of "study doctor". 

· The dates of protocol updates in the header and in the text of the consent is for reference to this model only and should not be included in the informed consent form given to the prospective research participant. 

· The local informed consent must state which parties may inspect the research records. This includes the NCI, the drug manufacturer for investigational studies, any companies or grantors that are providing study support (these will be listed in the protocol's model informed consent form), the Southwest Oncology Group and the Blood and Marrow Transplant Clinical Trials Network (if applicable). (9/7/07)
The "Southwest Oncology Group" must be listed as one of the parties that may inspect the research records in all protocol consent forms for which patient registration is being credited to the Southwest Oncology Group.  This includes consent forms for studies where all patients are registered directly through the Southwest Oncology Group Data Operations Office, all intergroup studies for which the registration is being credited to the Southwest Oncology Group (whether the registration is through the SWOG Data Operations Office or directly through 
the other group), as well as consent forms for studies where patients are registered via CTSU and the registration is credited to the Southwest Oncology Group.

· The Blood and Marrow Transplant Clinical Trials Network (BMT-CTN) must be listed as one of the parties that may inspect the research records in all protocol consent forms for which patient registration is being credited to the BMT-CTN.  (added 9/7/07)
· When changes to the protocol require revision of the informed consent document, the IRB should have a system that identifies the revised consent document, in order to preclude continued use of the older version and to identify file copies.  An appropriate method to identify the current version of the consent is for the IRB to stamp the final copy of the consent document with the approval date.  The stamped consent document is then photocopied for use.  Other systems of identifying the current version of the consent such as adding a version or approval date are allowed as long as it is possible to determine during an audit that the patient signed the most current version of the consent form. 

*NOTES FOR LOCAL INVESTIGATORS: 

· The goal of the informed consent process is to provide people with sufficient information for making informed choices.   The informed consent form provides a summary of the clinical study and the individual's rights as a research participant.  It serves as a starting point for the necessary exchange of information between the investigator and potential research participant.  This model for the informed consent form is only one part of the larger process of informed consent. For more information about informed consent, review the "Recommendations for the Development of Informed Consent Documents for Cancer Clinical Trials" prepared by the Comprehensive Working Group on Informed Consent in Cancer Clinical Trials for the National Cancer Institute.  The Web site address for this document is http://cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs/
· A blank line,  __________, indicates that the local investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 

· Suggestion for Local Investigators:  An NCI pamphlet explaining clinical trials is available for your patients.  The pamphlet is entitled: "If You Have Cancer…What You Should Know about Clinical Trials".  This pamphlet may be ordered on the NCI Web site at http://cissecure.nci.nih.gov/ncipubs/details.asp?pid=1035 or call 1-800-4- CANCER (1-800-422-6237) to request a free copy. 

· Optional feature for Local Investigators: Reference and attach drug sheets, pharmaceutical information for the public, or other material on risks.  Check with your local IRB regarding review of additional materials.

*These notes for authors and investigators are instructional and should not be included in the informed consent form given to the prospective research participant. 

S0410, "Tandem Autologous Stem Cell Transplantation For Patients With Primary Progressive Or Recurrent Hodgkin’s Disease"

This is a clinical trial, a type of research study.  Your study doctor will explain the clinical trial to you.   Clinical trials include only people who choose to take part. Please take your time to make your decision about taking part.  You may discuss your decision with your friends and family.  You can also discuss it with your health care team.  If you have any questions, you can ask your study doctor for more explanation. 

You are being asked to take part in this study because you have a kind of cancer called Hodgkin’s lymphoma.  

Who is doing this study?  

The Southwest Oncology Group (SWOG) is sponsoring this trial.  SWOG is an adult cancer clinical trials organization. SWOG is funded through the National Cancer Institute, and its network consists of almost four thousand physicians at almost three hundred institutions throughout the United States.  Your study doctor has met all requirements to be a member of SWOG and to perform National Cancer Institute-funded research through this Group.

Why is this study being done?

This study is investigational and is being done to find out if a combination of treatments (2 cycles of high dose chemotherapy, each with autologous stem cell rescue) will keep your Hodgkin's lymphoma from getting worse (for any period of time).  We also want to compare what kind of side effects this combination of treatments cause and how often they occur.  This combination of treatments has not been used to treat a large number of patients with the kind of cancer you have.  

How many people will take part in the study?

About 85 people will take part in this study.

What will happen if I take part in this research study?  

Before you begin the study … 

You will need to have the following exams, tests or procedures to find out if you can be in the study.  These exams, tests or procedures are part of regular cancer care and may be done even if you do not join the study.  If you have had some of them recently, they may not need to be repeated.  This will be up to your study doctor.

· Medical History and Physical Exam

· Weight and Performance Status

· Disease Assessment including chest x-ray and/or CT scan.

· Routine laboratory blood tests (to measure your kidney and liver function).

· You will also have your bone marrow examined (called "bone marrow aspiration and biopsy") at the start of this study and if necessary, at Day 60 after stem cell transplant.  Your skin over your hipbone will be numbed by a shot of local anesthetic (lidocaine) given just under your skin.  A needle will be inserted through the numbed skin and into the hipbone.  The bone marrow will be removed by using suction and a twisting motion of the needle.  You may have minor discomfort, and minor infection is also possible.  Sometimes allergic reactions to the anesthetic may occur.  These are regular tests for many patients with lymphoma.  The bone marrow will be looked at to find out if any lymphoma cells are present, and to determine the status of normal blood cells. 

· Your initial biopsy sample will be sent to our pathology laboratory to confirm your diagnosis. 

· If your cancer has returned after a period of complete remission, you will be required to undergo two courses of “salvage therapy” (treatment that is given after the cancer has not responded to other treatments) and/or radiation therapy before you can be in this study.

· No longer than six weeks after salvage therapy, you will undergo collection of peripheral blood stem cells by a process called leukapheresis or by bone marrow harvest.  Leukapheresis will be done over several hours on several days.  Leukapheresis is performed by collecting blood from a vein and processing it through a machine which removes one type of white blood cell (stem cell) which is needed to help produce bone marrow.  The rest of the blood is returned to you through another vein.  The harvested stem cells will be frozen and stored.  These cells will be returned to you after you complete treatment with either radiation, or high dose chemotherapy. 

During the study … 

If the exams, tests and procedures show that you can be in the study, and you choose to take part, then you will need the following tests and procedures.  They are part of regular cancer care. 

· Routine laboratory blood tests (to measure your kidney and liver function).

· Disease Assessment (including chest x-ray and/or CT scans):  at Day 60 after stem cell transplant and every 6 months for 2 years, and then annually for 7 years.

· You will require placement of a special central venous catheter.  This will be a tube placed into a large vein in the chest.  This tube can be of two basic types.  (1) It can come out through the skin or (2) be attached to a small chamber with the entire device under the skin.  Either one of these central vein catheters will allow the chemotherapy to be dripped in over several hours.  In most patients, these can be placed under local anesthesia in an operating room and in most patients, these can remain in place indefinitely.  Problems that can be associated with these catheters include pain, bleeding, infection, or clotting.  In a minority of patients (< 10%), these problems lead to the catheter being removed.

· The drug melphalan will be used in the first cycle of high dose treatment.  You will receive one cycle of melphalan through a catheter over a period of 16 hours.  The intravenous drug will be given on the first day of each treatment cycle.  Approximately 24 hours after melphalan administration, you will receive an infusion of your own peripheral blood stem cells which had been stored previously.  The manner of infusion, and supportive care after the infusion may differ among hospitals.

· After the melphalan regimen, you will be given one of two possible treatments:   total body irradiation (TBI) VP16/Cyclophosphamide or BCNU/VP-16/Cyclophosphamide called "BCV."  The choice will be made at the time when you are registered for the study. (Your doctor will choose which of these treatment regimens you will receive). 

· If your doctor decides, or if you are 61 years of age or older or have already received radiation, you will not receive the TBI.  Instead, you will be treated with "BCV".  You will begin by receiving a drug called BCNU through the catheter over 2 hours for each of 3 days.  On the third day of treatment with BCNU, you will receive another drug called VP-16 through the catheter over 4 hours.  The next day, you will receive a third drug called cyclophosphamide through the catheter over 2 hours.  To protect your bladder, you will also receive fluids and possibly another drug called mesna.  

· With either of these two treatments, approximately two days after you receive the cyclophosphamide, you will receive an infusion of your own peripheral blood stem cells which had been stored previously.  The manner of infusion, and supportive care after the infusion may differ among hospitals.

· Before and/or after the infusion you may (at the discretion of your doctor) receive a bone marrow stimulating agent.  This will be given either as a shot just under your skin or through your catheter.  The time frame of these injections will be determined by your doctor.

When you are finished with the second transplant your health will be re-evaluated by your physician by physical examination every 6 months for a period of two years and then annually thereafter for a total of seven years from the time you started the study.  There are circumstances under which your doctor might be required to discontinue your treatment with this drug whether you agree or not.  These circumstances include:  your tumor gets worse despite the treatment; the side effects of the treatment are too dangerous for you; new information about the treatment becomes available and this information suggests the treatment will be ineffective or unsafe for you.

How long will I be in the study?

We think it will take you about 2 months to finish the treatments.  You will then return to your doctor about 2 months after you complete your treatment for tests and scans.  You will then return for a follow-up visit to your doctor at least every 6 months for two years and then once a year after that.  Your doctor may wish to see you more often.  We would like to see how you are doing periodically for up to seven years.

The researcher may decide to take you off this study if your disease gets worse despite the treatment; the side effects of the treatment are too dangerous for you; new information about the treatment becomes available and this information suggests the treatment will be ineffective or unsafe for you.  It is unlikely, but the study may be stopped early due to lack of funding.

Can I stop being in the study?
Yes.  You can decide to stop at any time.  Tell the study doctor if you are thinking about stopping or decide to stop.  He or she will tell you how to stop safely. 

It is important to tell the study doctor if you are thinking about stopping so any risks from the experimental surgical technique can be evaluated by your doctor.  Another reason to tell your doctor that you are thinking about stopping is to discuss what follow-up care and testing could be most helpful for you.

The study doctor may stop you from taking part in this study at any time if he/she believes it is in your best interest; if you do not follow the study rules; or if the study is stopped.

What side effects or risks can I expect from being in the study? 
You may have side effects while on the study.  Everyone taking part in the study will be watched carefully for any side effects.  However, doctors don’t know all the side effects that may happen.  Side effects may be mild or very serious.  Your health care team may give you medicines to help lessen side effects.  Many side effects go away soon after the completion of this experimental surgical technique.  In some cases, side effects can be serious, long lasting, or may never go away. 
You should talk to your study doctor about any side effects that you have while taking part in the study.   

Risks and side effects related to the melphalan chemotherapy treatment include the following:

Likely

· Lower white blood cell count that may lead to infection

· Lower platelets that may lead to bruising or bleeding

· Lower red blood counts that may cause you to feel tired or have shortness of breath

· Hair loss

Less Likely

· Life threatening infections or bleeding

· Severe nausea, vomiting, or diarrhea

· Severe sores in the mouth, esophagus, or colon

· Lung problems, including difficulty breathing and scarring of the lungs

· Damage to nerves in the limbs with associated numbness and tingling and/or weakness

· Rash

· Fever

· Swelling

· Severe irritation or local tissue death at the site of injection

· Loss of menstrual period

· Low sperm count

· Inability to reproduce

Rare, but Serious

· Development of acute leukemia

Risks and side effects related to the BCNU and Cyclophosphamide include the following:


Likely

· Fatigue

· Lowered white cell counts may increase risk of infection.

· Lowered red cell counts may lead to anemia, tiredness or shortness of breath

· Lowered platelet may lead to an increase in bruising or bleeding

· Diarrhea, abdominal pain, constipation, and difficulty swallowing

· Change in taste

· Skin: Rash, darkening of the skin, itching, yellowing of skin, discoloration of the skin and nails, flushing

· Swelling, redness at IV site

· Fever and chills

· Hair loss

· Sores and/or ulcers and tenderness in mouth or throat or other parts of the body

· Abnormal levels in blood chemistry tests that measure liver and kidney function

· Eye and vision problems including blindness, and inflammation of the optic nerve and retina

· Radiation recall dermatitis

· Menstrual changes

· Numbness, pain or tingling in fingers or toes

· Blood in the urine

Less Likely

· Allergic reactions

· Bladder pain, scarring of bladder (prevented by drinking 8-10 glasses of water a day and emptying bladder every 2-3 hours on days of treatment)

· Scarring of the lungs, shortness of breath, coughing spells

· Heart problems or heart failure

· Kidney and/or liver damage or failure

· Drug interactions with general anesthesia

· Loss of fertility, sterility (The ability to have children may be permanently impaired.)

· Secondary cancer such as acute leukemia (blood cancer) which may be caused by the drugs you will receive during this treatment

· Treatment related death

Risks and side effects related to the VP-16 (Etoposide) include the following:

Likely

· Fatigue 

· Lowered white cell counts may increase risk of infection.
· Lowered red cell counts may lead to anemia, tiredness or shortness of breath
· Lowered platelet may lead to an increase in bruising or bleeding.
· Nausea, vomiting, and diarrhea, abdominal pain, stomach ulcers, constipation, indigestion.
· Loss of appetite and weight loss
· Change in taste
· Difficulty swallowing
· Swelling, redness at IV site
· Decrease in kidney function which may lead to changes in the balance of chemicals in your blood
· Temporary hair loss (not only from the scalp but possibly the underarms, beard, eyelashes, and pubic area)
· Numbness, pain or tingling in fingers or toes
· General discomfort, weakness, drowsiness
· Fluid retention, increased weight gain around the stomach and puffy appearance especially in the face.
· Flu-like symptoms: fever, headache, back pain, chills, muscle aches, weakness, loss of appetite, cough, runny nose, general discomfort, sweating, and trouble sleeping.
· Increase in blood pressure
· Inflammation of the hands and soles of the feet occurs in about ¼ of patients 5-7 days after transplantation.  (etoposide)
Less Likely  

· Sores and/or ulcers and tenderness in mouth or throat or other parts of the body. 

· Liver toxicity including abnormal levels of blood chemistry tests that measure liver function
· Eye and vision problems including blindness and inflammation of the optic nerve
· Radiation recall dermatitis 

· Muscle cramps
· Lack of blood supply to the fingers and toes
Rare but serious

· Fluid in the lungs
· Seizures
· Allergic reactions (including potentially severe reactions)
· Secondary cancer such as acute leukemia (blood cancer) which may be caused by the drugs you will receive during this treatment
· Treatment related death
Risks and side effects related to the total body irradiation:

The immediate effects of irradiation may include nausea, vomiting, diarrhea, loss of appetite, painful parotid swelling for a few days, and hair loss.  The total body irradiation will destroy both the tumor cells and the normal marrow present leading to a disappearance of normal red blood cells, white blood cells and platelets from the blood which will persist until the bone marrow transplantation begins to function.  Total body irradiation can result in sterility, i.e., failure to produce a viable egg or sperm.  The incidence of this complication is not known at this time.

Radiation therapy may be harmful to an unborn child and has not been proven safe for nursing mothers.

Risks and side effects related to the autologous stem cell infusion:

Side effects of the stem cell infusion are uncommon, and consist primarily of an unusual taste from the preservative, occasional nausea and vomiting, and rarely, fever and chills.  In addition, your chest may feel tight for awhile, but that will pass.  Although rare, there is a possibility of failure of the transplanted bone marrow to be accepted by your body.  This would increase the risk of life threatening infection or bleeding episode.

Reproductive risks:  You should not become pregnant or father a baby while on this study because the drugs in this study can affect an unborn baby.  You should not nurse your baby while on this study as some drugs (etoposide and cyclophosphamide) have been found in breast milk.  It is important you understand that you need to use birth control while on this study.  Check with your study doctor about what kind of birth control methods to use and how long to use them.  Some methods might not be approved for use in this study.  A pregnancy test may be done before you begin study if you are a woman and there is a chance you could be pregnant.

For more information about risks and side effects, ask your study doctor.

Are there benefits to taking part in the study?

Taking part in this study may or may not make your health better.  While doctors hope the combination of treatments will be more useful against Hodgkin's lymphoma compared to the usual treatment, there is no proof of this yet.  We do know that the information from this study will help doctors learn more about the combination of treatments as a treatment for Hodgkin's lymphoma.  This information could help future cancer patients.

What other choices do I have if I do not take part in this study?

Your other choices may include:

· Getting treatment or care for your cancer without being in a study

· Taking part in another study

· Getting no treatment

Talk to your doctor about your choices before you decide if you will take part in this study.

Will my medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Your personal information may be given out if required by law.  If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. 

Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include:

· Local Institutional Review Board (IRB)

· The National Cancer Institute (NCI) and other government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people

· Southwest Oncology Group

· Blood and Marrow Transplant Clinical Trials Network (BMT CTN)  (added 9/7/07)
[Note to Local Investigators: The NCI has recommended that HIPAA regulations be addressed by the local institution.  The regulations may or may not be included in the informed consent form depending on local institutional policy.]

What are the costs of taking part in this study?

You and/or your health plan/ insurance company will need to pay for some or all of the costs of treating your cancer in this study.  Some health plans will not pay these costs for people taking part in studies.  Check with your health plan or insurance company to find out what they will pay for.  Taking part in this study may or may not cost your insurance company more than the cost of getting regular cancer treatment. 

Administration of the drugs will be (provided free of charge/charged in the usual way).  The parts of the research consisting of keeping research records will be paid by those organizing and conducting the research.  The research requires that you receive certain standard medical tests and examinations.  These standard tests and examinations will be (charged in the usual way/provided at a reduced rate).  (local institutions must choose the option that best fits the hospital's situation)
Melphalan, VP-16 (etoposide), cyclophosphamide, and BCNU are commercially available.

You will not be paid for taking part in this study.

For more information on clinical trials and insurance coverage, you can visit the National Cancer Institute’s Web site at http://cancer.gov/clinicaltrials/understanding/insurance-coverage .    You can print a copy of the “Clinical Trials and Insurance Coverage” information from this Web site.

Another way to get the information is to call 1-800-4-CANCER (1-800-422-6237) and ask them to send you a free copy.
What happens if I am injured because I took part in this study?

It is important that you tell your study doctor, __________________ [investigator’s name(s)], if you feel that you have been injured because of taking part in this study.  You can tell the doctor in person or call him/her at __________________ [telephone number].
You will get medical treatment if you are injured as a result of taking part in this study.  You and/or your health plan will be charged for this treatment.   The study will not pay for medical treatment.  
What are my rights if I take part in this study?

Taking part in this study is your choice.  You may choose either to take part or not to take part in the study.  If you decide to take part in this study, you may leave the study at any time.   No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care.  You can still get your medical care from our institution.   

We will tell you about new information or changes in the study that may affect your health or your willingness to continue in the study.

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  

Who can answer my questions about the study?

You can talk to your study doctor about any questions or concerns you have about this study.  Contact your study doctor __________________ [name(s)] at __________________ [telephone number].
For questions about your rights while taking part in this study, call the ________________________ [name of center] Institutional Review Board (a group of people who review the research to protect your rights) at __________________ (telephone number).  [Note to Local Investigator: Contact information for patient representatives or other individuals in a local institution who are not on the IRB or research team but take calls regarding clinical trial questions can be listed here.]   
Where can I get more information?

You may call the National Cancer Institute's Cancer Information Service at: 

1-800-4-CANCER (1-800-422-6237) or TTY: 1-800-332-8615

You may also visit the NCI Web site at http://cancer.gov/

· For NCI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/
· For NCI’s general information about cancer, go to http://cancer.gov/cancerinfo/
You will get a copy of this form.    If you want more information about this study, ask your study doctor.
Signature

I have been given a copy of all _____ [insert total of number of pages] pages of this form.  I have read it or it has been read to me.  I understand the information and have had my questions answered.  I agree to take part in this study.

Participant ________________________________

Date _____________________________________

