
IRB PROTOCOL #:  13-1274
IRB APPLICATION TO PERFORM RESEARCH

USING HUMAN SUBJECTS
*Please type your response in the text box area.  The box will expand to accommodate your full text.

Please complete each section of this form with as much detail as possible in order to provide the members of the IRB a comprehensive overview of your project.  Use lay terminology when possible and complete in typewritten form.  Completed forms can be emailed to KWM@PVHS.org .
DATE SUBMITTED:  06/19/2013
TITLE OF STUDY OR RESEARCH:     RTOG 0724: Phase III Randomized Study of Concurrent Chemotherapy and Pelvic RADIATION THERAPY With or Without Adjuvant Chemotherapy in High-Risk Patients with Early-stage Cervical Carcinoma Following Radical Hysterectomy

SITE(S) RESEARCH WILL BE PERFORMED AT:   PVH/PVMG   FORMCHECKBOX 
   MCR   FORMCHECKBOX 
     Other:  FORMCHECKBOX 
 
Principal Investigator (include credentials):  Dr. Joshua Petit
CO-PI (include credentials):  

Address:  2121 E. Harmony Road, Ste. 160
Telephone (include extension, if applicable):  (970) 482-3328
Email:  Joshua.petit@uchealth.org
Sub-Investigator(s) - (include credentials):  Drs. Gwen Lisella; Diana Medgyesy; Ross McFarland; James Moore; Regina Brown; Miho Scott; Matthew Sorensen; Anne Kanard; Ann Stroh; Douglas Kemme; 
Address:  2121 E. Harmony Road, Ste. 330
Telephone (include extension if applicable):  970/297-6150-OCRD
Email:       
Name of Study Sponsor:  Radiation therapy Oncology Group
Address:  1818 Market Street, Ste. 1600, Philadelphia, PA 19103
Telephone (include extension, if applicable):  215-574-3198
Drug IND Number:  

Device IDE Number:       
Please place a check by the following items to be included with this application:

Required Items:                                                Other Documentation, If Applicable:
 FORMCHECKBOX 
 Application Form
 FORMCHECKBOX 
 Investigator’s Brochure (submitted on disk  FORMCHECKBOX 
)
 FORMCHECKBOX 
 Research Protocol (submitted on disk  FORMCHECKBOX 
)
 FORMCHECKBOX 
 Device History

 FORMCHECKBOX 
 Informed Consent document
 FORMCHECKBOX 
 FDA Device Approval Letter

 FORMCHECKBOX 
 Curriculum Vita
 FORMCHECKBOX 
 Financial Approval Application

 FORMCHECKBOX 
 Evidence of Human Subject Education
 FORMCHECKBOX 
Waiver of IRB Fee Application

 FORMCHECKBOX 
 HIPAA Consent Document 
 FORMCHECKBOX 
 Device Budget/Review Work Sheet

 FORMCHECKBOX 
 Patient Forms
 FORMCHECKBOX 
 Recruitment Materials
PROTOCOL
1. Describe the project or study in non-technical terms as it relates to human subjects.  (Do not state - see protocol.)  The purpose of this study is to compare the effects, good and/or bad, of giving additional chemotherapy to patients after the usual treatment of chemotherapy and radiation for cervical cancer.  The standard treatment for this type of cervical cancer is cisplatin chemotherapy plus radiation. The study will determine whether adding chemotherapy with carboplatin and paclitaxel (experimental for this type of cervical cancer) to standard radiation and cisplatin chemotherapy improves survival without increasing side effects. Cisplatin, carboplatin, and paclitaxel are FDA (Food and Drug Administration) approved drugs used to treat a number of different types of cancers, however carboplatin and paclitaxel are experimental for the treatment of cervical cancer.  In this study, patients will receive either radiation plus cisplatin alone or radiation plus cisplatin followed by carboplatin and paclitaxel. 

A. State the study or objectives and/or hypothesis.  
Primary Objective

· To determine if adjuvant systemic chemotherapy following chemoradiation therapy will improve disease-free survival compared to chemoradiation therapy alone in patients with high-risk early-stage cervical carcinoma found to have positive nodes and/or positive parametria after a radical hysterectomy.
Secondary Objectives

· To evaluate adverse events
· To evaluate overall survival 

· To evaluate quality of life

· To evaluate chemotherapy-induced neuropathy

· To perform a post-hoc dose-volume evaluation between cases treated with standard RT and cases treated with IMRT with respect to toxicity and local control

· To collect fixed tissue to identify tumor molecular signatures that may be associated with patient outcomes, such as adverse events, disease-free survival, and overall survival

· To collect blood to:

· Identify secreted factors from serum and plasma that may be associated with adverse events or outcome, and

· Identify SNPs in genes from buffy coat that may be associated with a genetic predisposition to tumor formation itself or a response to cytotoxic therapy
B.  Describe the study protocol and include diagnostic testing.   
During the study:

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

During chemotherapy and radiation:

· Weekly history and physical examination

· Weekly blood tests

In addition, if the patient experiences hearing problems while on the study or has experienced hearing problems in the past, the patient will be receiving an audiogram (a test that measures hearing ability).

The patient will need these tests and procedures that are part of regular cancer care.   They are being done more often because the patient is in this study.  

If assigned to the group that receives additional chemotherapy:

· History and physical examination before the start of each chemotherapy cycle (to be done every 3 weeks for 4 cycles

· Blood tests before the start of each chemotherapy cycle (to be done every 3 weeks for 4 cycles

Patient will be "randomized" into one of the study groups described below. Randomization means that the patient is put into a group by chance. A computer program will place the patient in one of the study groups.  Neither the patient nor study doctor can choose the group. The patient will have an equal chance of being placed in any group.

Group 1 (often called "Arm A"):
The patient will receive radiation plus weekly cisplatin.  The radiation therapy will be given every day, 5 days a week. The treatment takes about 5-15 minutes each day. The cisplatin chemotherapy that will be given with the radiation therapy will be given every week, every Monday or Tuesday, for 6 cycles. The days that the patient receives chemotherapy, the patient will be at the infusion office about 5-6 hours. The chemotherapy is given through the IV (a thin plastic tube inserted into a vein).

Group 2 (often called "Arm B" or the experimental arm):
The patient will receive radiation plus weekly IV cisplatin chemotherapy as in Group 1 stated above.  Take a break for 4 to 6 weeks.  After a break of 4 to 6 weeks, the patient will then receive more chemotherapy with carboplatin and paclitaxel.  Carboplatin will be given through an IV infusion over 30 minutes and paclitaxel will be given through an IV infusion over 3 hours.  The patient will receive both drugs on the same day every 3 weeks for 4 cycles.    

The study doctor may decide in addition to the external beam treatment the patient may receive a different type of radiation treatment known as a “vaginal cuff boost”.  The vaginal cuff boost is where the physician places radiation inside the vagina to treat the top of the vagina. The physician places an applicator that has a hollow tube into the vagina, and then the radiation goes through the hollow tube and treats the vagina. The applicator is similar to placing a large tampon in the vagina.  This internal treatment takes about 2-5 minutes for each treatment. 

When finished receiving all treatment, the patient will have the following tests and procedures:

Every 3 months for 2 years, every 6 months for 3 years, and then yearly: 

· History and physical examination
· Blood tests
Yearly:

· Pap smear
· Contrast-enhanced CT or MRI of the abdomen and pelvis 
· Chest x-ray or CT scan of the chest 
Study Plan
Another way to find out what will happen during the study is to read the chart below.  Start reading at the top and read down the list, following the lines and arrows. 

	

	Cervical Cancer Surgery



	↓

	Randomize 

(Patient will be in one group or the other)



	↓
	
	↓

	Arm A

Weekly cisplatin plus radiation for 5-6 weeks
	
	Arm B

Weekly cisplatin plus radiation for 5-6 weeks

4-6 week break

paclitaxel and carboplatin every 3 weeks for 4 courses




C. Describe any procedures that are experimental  Adjuvant systemic chemotherapy used after chemoradiation therapy is experimental.
2. A.   Describe the experimental drug or device to be used in the study:  

The use of adjuvant systemic chemotherapy in this population. Paclitaxel is a mitotic inhibitor used in cancer chemotherapy. Carboplatin belongs to the group of platinum-based antineoplastic agents, and interact with DNA to interfere with DNA repair.
B. Is there a comparable drug/device that is already FDA approved?  (Please describe)  
None
C. Does your study utilize genetic analysis or therapy? (If yes, please describe)  
Yes, in optional substudies.
SUBJECTS

1.  How long will each subject be expected to participate in the study?

A.  Active Phase up to 6 months depending on randomization.
B. Long term follow-up?  5 years
2. Approximately how many subjects will be included?  

A. Locally  <10
B. Nationally  400
3. A.  Will any member of a vulnerable population be recruited into your study?

 FORMCHECKBOX 
  Infants and/or children (<18 years) 

 FORMCHECKBOX 
  Prisoners

 FORMCHECKBOX 
  Pregnant women/fetuses

 FORMCHECKBOX 
  Non-English speaking subjects

 FORMCHECKBOX 
  Individuals of diminished mental capacity 

 FORMCHECKBOX 
  Unconscious or unable to consent (as in research in critical care areas)

 FORMCHECKBOX 
  Students

 FORMCHECKBOX 
  Employees
 FORMCHECKBOX 
  N/A
B.  What additional protections do you plan for these subjects?  If we are referred a patient who does not speak English we would employ our translator from the hospital or the language line to be sure that the patient had full informed consent.  If that person is Spanish speaking, we have on staff a credentialed Spanish translator/interpreter for patient discussions and visits.  If a patient with diminished mental capacity wishes to be a part of the study we would work with the patient and their power of attorney to assure that full informed consent was given.  If students or employees are consented for this trial as always special care will be given to be sure no feeling of coercion exists during the consent process.
RISKS

1.   A.  Identify and describe the risks to which the subjects will be exposed.  Assess the expected risk-to-benefit relationship for the subjects.  
Risks and side effects related to the radiation include those that are:

Likely:

· Tiredness

· Diarrhea

· Nausea and vomiting

· Rectal irritation

· Urinary frequency or difficulty in urination

· Loss of pubic hair

· Reddening and irritation of the skin in the radiated area

· Decrease in blood counts that may cause infection, bleeding, and bruising

Less Likely:  

· Painful intercourse

· Vaginal narrowing and shortening

Rare but Serious:

· Poor nutrition

· Rectal ulcer

· Bleeding or narrowing of the rectum

· Blood in the urine

· Bowel obstruction

· Damage to the vaginal wall, which could lead to a fistula (abnormal passageway between the bladder and the vagina or between the rectum)

· Long-term kidney damage leading to dialysis (separation of blood and toxins) if the lymph nodes are radiated

· Spinal cord damage leading to paralysis (if the lymph nodes are radiated)

Risks and side effects related to cisplatin include those that are:

Likely:

· Decrease in blood counts that may cause infection, bleeding, and bruising

· Loss of appetite 

· Nausea and vomiting

· Hearing loss or ringing in the ears

· Numbness or tingling in the hands or feet

Less Likely:

· Muscle cramps or spasms

· Loss of coordination

· Involuntary movements or shaking

· Rash

· Vision problems

· Hair loss

· Low mineral levels in the blood  

· Decrease in liver function causing temporary elevation in blood tests

· Metallic taste

Rare but Serious:

· Loss of muscle or nerve function, which may cause weakness or numbness in the hands and feet

· Decreasing ability of the kidneys to handle the body’s waste, which may be permanent

· Allergic reactions, which can cause difficulty in breathing, fast heartbeat, and sweating

· Acute myeloid leukemia

Risks and side effects related to carboplatin include those that are:

Likely:

· Decrease in blood counts that may cause infection, bleeding, and bruising

· Nausea and vomiting

· Numbness or tingling in the hands or feet

Less Likely:

· Low mineral levels in your blood 

· Decrease in liver function causing temporary elevation in blood tests

· Hearing loss or ringing in the ears

Rare but Serious:

· Loss of muscle or nerve function, which may cause weakness or numbness in the hands and feet

· Allergic reactions, which can cause difficulty in breathing, fast heartbeat, and sweating

· Temporary loss of vision to light and colors

Risks and side effects related to paclitaxel include those that are:

Likely:

· Decrease in blood counts that may cause infection, bleeding, and bruising

· Nausea and vomiting

· Numbness or tingling in the hands or feet

· Fatigue

· Complete hair loss

Less Likely:

· Muscle aches and joint pain

· Muscle cramps or spasms

· Loss of coordination

· Involuntary movements or shaking

· Rash, itchiness, redness, hives

· Diarrhea

· Sores in the mouth 

· Sore throat

· swelling of the stomach and/or stomach lining

· swelling of the colon

· Low or high blood pressure

· Vision problems

· Decrease in liver function causing temporary elevation in blood tests

· Skin irritation

· Changes in taste

· Light-headedness 

Rare but Serious:

· Loss of muscle or nerve function, which may cause weakness or numbness in the hands and feet

· Allergic reactions, which can cause difficulty in breathing, fast heartbeat, and sweating

· Slowing of the heart or irregular heart rhythm

· Swelling and/or failure of the liver

· Inflammation of the lungs

· Swelling of the brain

· Seizures

· Mood changes

B. What procedures do you plan to minimize risk including risks to confidentiality?  The study sponsor with make all possible efforts to ensure that the personal information in patients’ medical records will be kept private. However, total privacy cannot be guaranteed. Patients’ personal information may be given out if required by law. If information from this study is published or presented at scientific meetings, patients’ name and other personal information will not be used.
C.   Are there any hazardous materials utilized?    Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
 

Please list:     The investigational agents may be considered hazardous.
2. Would you describe your study as:

 FORMCHECKBOX 
 Minimal risk

 FORMCHECKBOX 
 Moderate risk

 FORMCHECKBOX 
 High risk (This includes all implantable devices)

3. A.  Is there a Data and Safety Monitoring Board monitoring your research for adverse events?   Yes, RTOG DSMB
B.  If not, who/what entity is responsible for reporting adverse events locally and nationally.       
BENEFITS

A. Are there any benefits to the study subject?  (Please describe) 

Taking part in this study may not directly benefit patients.  

a. Are there any incentives for subjects?     No
b. Are there any benefits to the scientific and healthcare community?  We know that the information from this study will help researchers learn more about this as a treatment option for patients with high risk, early-stage cervical carcinoma.
PVHS SITE INFORMATION

1.   Will this study take place at PVH/PVMG?   Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
    Out-Patient  FORMCHECKBOX 
    In-Patient  FORMCHECKBOX 
 
List areas:  lab, pharmacy, OCRD, PVRO, Infusion 
Will this study take place at MCR?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
    Out-Patient  FORMCHECKBOX 
    In-Patient  FORMCHECKBOX 
 

List areas:  MCC Infusion
2. A.  List departments at PVHS that will be utilized or where research patients will reside.    lab, pharmacy, OCRD, PVRO, Infusion
B. What is your plan for educating staff at these locations regarding your research?    As needed for patient care, we will provide protocol information, consent copies, and staff education.
3. If your study takes place at PVHS, please complete the IRB Financial Application at this time found on PVHS VIC – www.pvhs.org

SUBJECT RECRUITMENT
1. What is your plan for recruitment of subjects?  (Please describe and attach all advertisement posters or pamphlets.)    Eligible subjects will be identified and recruited from within the practice populations of participating physicians.  There will be no direct patient solicitation employed by local sites participating in this trial.  Several Internet sites have objective information regarding this trial and participating sites, but this information is not an advertisement tool for soliciting subjects.

CONFLICT OF INTEREST

A.  Is there an external source for funding?      Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 

If yes, name source:   RTOG stipend to cover administrative costs.
B. Do any of the investigators or immediate family members hold a financial interest in the sponsoring company, or is there any other possible conflict of interest?    Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  If yes,  please fill out attached COI forms.  
CREDENTIALS

A.  Are you approved/credentialed to perform the investigational procedures of this study?

Yes  FORMCHECKBOX 
          No  FORMCHECKBOX 
         N/A  FORMCHECKBOX 

If no, when will the credentialing process be completed?  
B. If you are not an MD, do you have a medical monitor for adverse events?  
     
C. Have you completed:

 FORMCHECKBOX 
  IRB 101 

 FORMCHECKBOX 
  CITI

 FORMCHECKBOX 
  Other IRB Research course – (NIH or university based course)
Please include evidence of completion.       
OTHER IRB ACTIVITIES

A.  Has this study been presented to another IRB for approval?    Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

List:  NCI CIRB
B. If another IRB has denied approval, please provide full details.       
If you are uncertain whether your project requires IRB approval and may instead qualify for a quality project, look for the written Definition of Research; or call the IRB Manager, Kim Woods-McCormick (970) 237-7972 / kwm@PVHS.org or Rick Detlefsen, Quality Assurance at 495-7372.
_________________________________________________________________________________

Signature of Study Coordinator







Date

Please return completed forms to:

Poudre Valley Health System-IRB Dept.

Kimberly Woods-McCormick, RN, MS

2002 Caribou Dr, Suite 100
Fort Collins, CO    80525
Or. . .copy and email to:  KWM@pvhs.org
PHONE:  970-237-7972        FAX:  970-237-7999



 HYPERLINK "https://vic.pvhs.org/pls/portal/url/page/PVHS/PVHSHOME?pagid=1" 
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   PVHS/IRB Protocol#      
FINANCIAL & OTHER PERSONAL INTERESTS DISCLOSURE FORM

(FOR ALL PVHS AND PVHS-AFFILIATED FACILITIES ENGAGED IN HUMAN SUBJECT RESEARCH)
INSTRUCTIONS AND DEFINITIONS
EACH "Investigator," as defined below, on a proposal when human subjects are involved must complete PART I of the Financial & Other Personal Interests Disclosure Form which must then be submitted with the proposal to the Poudre Valley Health System Institutional Review Board (“PVHS IRB”).  

If there is a financial or other personal interest requiring disclosure in PART I, the Investigator must provide additional information regarding that financial or other personal interest by completing Part II of this form.  Additional information includes all relevant details about the relationship of the interest to the proposal providing the PVHS IRB sufficient information to determine if a conflict of interest exists, and how such a conflict of interest might be managed, reduced or eliminated.  Use additional pages if needed and be as specific as possible. 

The term "Investigator" means:

· the principal investigator,

· co-principal investigators, co-investigators

· any other individuals who, in the course of their association with the PVHS IRB are or will be responsible for the design, conduct, administration, collaboration, analysis and/or reporting of either research or training activities funded or proposed for funding by any sponsor, or of unsponsored research or training activities.  

(NOTE:  If one or more such individuals had not been named at the time of proposal submission, a form or forms must be subsequently completed by the(se) individual(s) and submitted by the principal investigator to the PVHS IRB.)
The term "Interest" means any financial or other personal involvement of the investigator, his or her spouse, domestic partner, children, parent or sibling residing in the same household that could be affected by the investigator's project,  including, but not limited to:

· income; honoraria or other payment for services; 

· equity such as stock, stock options or other ownership rights, excluding interests of any amount in publicly traded, diversified mutual funds, pension funds, or other institutional investment funds over which neither the investigator nor his family exercise control; 

· patents and copyrights; 

· contracts, licensing and other agreements; 

· royalties; 

· employment; and services, relationships or positions, even if uncompensated.

PART I
	PROJECT TITLE:

	 PRINCIPAL INVESTIGATOR: 
	 DEPT:
	 PHONE:

	SPONSOR NAME:
	 PROJECT AMOUNT:
	 START DATE:

	LOCATION:               POUDRE VALLEY HOSPITAL               MEDICAL CENTER OF THE ROCKIES           OTHER

	NOTHING TO DISCLOSE: CHECK "NO" COLUMN BELOW

I, my spouse, domestic partner, children, parents and siblings residing in the same household do not have any financial or other personal interests (as defined on the reverse side) that could be affected by this project.

DISCLOSURE TO BE MADE: CHECK "YES" COLUMN BELOW

I and/or my spouse, domestic partner, children, parents and siblings residing in the same household DO/DOES have financial or other personal interests (as defined on the reverse side) that could be affected by this project, as itemized on Part 2 of this form.

I certify that the above information is correct; that I have read and understood the PVHS IRB Conflicts Guidance policy_#_____ ; that, to the best of my knowledge, all required financial or other disclosures have been made herein or will be made prior to commencement of the research study; that I will update my Financial & Other Personal Interests Disclosure Form during the period of the award and submit it to the PVHS IRB on an annual basis, or as new reportable interests requiring disclosure are obtained by me, my spouse, domestic partner, children, parents or siblings residing in the same household, or if my situation with respect to potential conflict of interest otherwise changes since the original disclosure; that I will comply with any conditions or restrictions imposed by PVHS IRB to manage, reduce or eliminate conflicts of interest caused by my interests.



	NAME (PRINT & SIGN)
 (see definition of "investigator" on the reverse side)
	N
O
	Y
E
S
	DATE
	 
NAME (PRINT & SIGN)

(see definition of "investigator" on the reverse side)
	NO


	Y

E

S


	DATE



	PRINCIPAL INVESTIGATOR:
	
	
	
	"INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	"INVESTIGATOR:" 
	
	
	

	"INVESTIGATOR:" 
	
	
	
	"INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	 
	"INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	" INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	" INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	" INVESTIGATOR:"
	
	
	

	USE ADDITIONAL FORMS(S) FOR ADDITIONAL INVESTIGATORS.

  (
This project involves a contract, subcontract or collaboration with an outside institution or group.

(
Attached is a written assurance from an appropriate official of this outside entity that individuals from the outside entity who will participate in this project comply with the outside entity's investigator conflict-of-interest policy and that such policy meets the requirements of the PHS (42 CFR Part 50, Subpart F).

· In the event the outside entity has no investigator conflict-of-interest policy, attached is a written assurance from an appropriate official of this outside entity that individuals from the outside entity who will participate in this project comply with PVHS’ IRB Conflicts Guidance policy, plus all Poudre Valley Health System Disclosure Forms completed by these individuals.

 __________________________________________________________________


                                                   __________________________________

Signature of Study Coordinator  
Date




	PROJECT TITLE:

	PRINCIPAL INVESTIGATOR:
	DEPT:
	PHONE:

	FUNDING AGENCY OR SPONSOR:
	 PROJECT AMOUNT:
	 START DATE:

	LOCATION :             (  poudre vally hospital             ( medical center of the rockies          ( other

	NAME OF "INVESTIGATOR" MAKING DISCLOSURE (see definition of "Investigator" on the reverse side):

	DISCLOSURE TO BE MADE:  (I and/or my spouse, domestic partner, children, parent or sibling residing in the same household DO HAVE financial or other personal interests (as defined on the reverse side) that could be affected by this project, as itemized below

	NATURE OF INTEREST
	VALUE (DOLLAR AMOUNT)

	income
	consulting fees
	

	
	honoraria
	

	
	lecture fees
	

	
	other payment for employment or services
	

	
	other
	

	equity
	stock, stock options, warrants (percentage of shares: 
)
	

	
	other ownership rights
	

	intellectual property
	patents or patent applications
	

	
	copyrights
	

	
	royalties
	

	
	licensing and other agreements
	

	
	contracts
	

	
	other
	

	positions/
relationships (compensated or not)
	corporate officer
	 

	
	board of directors or trustees
	

	
	advisory board
	

	
	other
	

	I certify that the above information is correct; that I have read and understood the PVHS/IRB Conflicts Guidance policy, #____ ; that, to the best of my knowledge, all required financial or other disclosures have been made herein or will be made prior to commencement of the research study; that I will update my Financial & Other Personal Interests Disclosure Form during the period of the award and submit it to the PVHS IRB on an annual basis, or as new reportable interests requiring disclosure are obtained by me, my spouse, domestic partner, children, parents or siblings residing in the same household, or if my situation with respect to potential conflict of interest otherwise changes since the original disclosure; that I will comply with any conditions or restrictions imposed by the PVHS IRB to manage, reduce or eliminate conflicts of interest caused by my interests.

________________________________________________________________________________​​​​​​​​​​​​​
                         
Signature of Investigator Making Disclosure 

Date


________________________________________________________________________________​​​​​​​​​​​​​


Signature of Study Coordinator 

Date



PART II

1
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