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      Institutional Review Board for Baylor College of Medicine and Affiliated 

      Hospitals

            Protocol Number:    H-16215

            Status:                        Approved

            Initial Submit Date:  9/22/2004

            Approval Period:       9/7/2016 - 9/6/2017

      Section Aa:  Title & PI

      A1.  Protocol Title

                       PANCREAS CENTER TISSUE BANK SPECIMEN COLLECTION

            A2.  Principal Investigator

                       Name:  WILLIAM E FISHERPhone:  832-355-1490

                       Id:  995214Fax:  713-798-1049

                       Department:  SURGERY: GENERAL SURGERY DIV. Email:   

                  wfisher@bcm.tmc.edu

                       Center:  Mail Stn:  SM 1661

            A3.  Administrative Contact

                       Name:ALICIA MARIE PALAOPhone:  713-798-7508

                       Id:  165028 Fax:  

                       Email:   palao@bcm.tmc.edu

                       Mail Stn:  BCM390

      A3a.  Financial Conflict of Interest

            Does any member of study personnel (Investigator (including 

            investigator’s spouse and/or dependent children)) that are involved 

            in the design, conduct, or reporting of the research have a 

            Significant Financial Interest (SFI) that would reasonably appear to 

            be affected by the research for which funding is sought and/or 

            associated with an entity/business that would reasonably appear to 

            be affected by the research?

                            No

      Section Ab:  General Information

            A4.  Co-Investigators

                       Name:  KATHLEEN RUTH LISCUM Phone:  713-873-2746

                  Id:  021395 Fax:  713-795-5622

                  Department:   SURGERY: GENERAL SURGERY DIV. Email:   

                  liscum@bcm.tmc.edu

                  Center:   Mail Stn:   BCM390 

                       Name:  RICHARD A GIBBS Phone:  713-798-6539

                  Id:  023982 Fax:  713-798-5741

                  Department:   MOLECULAR & HUMAN GENETICS Email:   

                  agibbs@bcm.tmc.edu

                  Center:   HUMAN GENOME SEQUENCING CENTER Mail Stn:   BCM226 

                       Name:  QIZHI CATHY YAO Phone:  713-798-1765

                  Id:  137622 Fax:  713-798-1705

                  Department:   SURGERY: RESEARCH Email:   qizhiyao@bcm.tmc.edu

                  Center:   Mail Stn:   BCM391 

                       Name:  ERIC J SILBERFEIN Phone:  713-798-4950

                  Id:  143031 Fax:  713-798-4530

                  Department:   SURGERY: GENERAL SURGERY DIV. Email:   

                  ejs@bcm.tmc.edu

                  Center:   Mail Stn:   BCM390 

                       Name:  GEORGE VAN BUREN Phone:  713-798-8070

                  Id:  178566 Fax:  713-798-2765

                  Department:   SURGERY: GENERAL SURGERY DIV. Email:   

                  gburen@bcm.tmc.edu

                  Center:   Mail Stn:   BCM390 

                       Name:  MICHAEL ALEXANDER MEDEROS Phone:  713-798-4600

                  Id:  182350 Fax:  

                  Department:   STUDENT AFFAIRS Email:   mamedero@bcm.tmc.edu

                  Center:   Mail Stn:   BCM368 

                       Name:  MARIE-CLAUDE GINGRAS Phone:  713-798-1286

                  Id:  991815 Fax:  713-798-5741

                  Department:   MOLECULAR & HUMAN GENETICS Email:   

                  mgingras@bcm.tmc.edu

                  Center:   HUMAN GENOME SEQUENCING CENTER Mail Stn:   BCM226 

      A5.  Funding Source:

                       Organization:  CANCER PREVENTION & RESEARCH INSTITUTE OF 

                  TEXAS (CPRIT) 

      A6a.  Institutions where work will be performed:

                       BCM: Baylor College of Medicine

                  Baylor St. Luke's Medical Center (BSLMC)

      A6b.  Research will be conducted outside of the United States:

                       Country:  

                  Facility/Institution:  

                  Contact/Investigator:  

                  Phone Number:  

                  If documentation of assurances has not been sent to the Office 

                  of Research, please explain:

                  N/A

      A7.  Research Category:

                       Cancer Related, Cancer - Adult

      A8. Therapeutic Intent

            Does this trial have therapeutic intent?

                       No

      Section B:  Exempt Request

      B.  Exempt From IRB Review

                       Not Applicable

      Section C:  Background

                       There are still no effective screening tools for 

                  pancreatic cancer, and mortality from the disease has not 

                  changed appreciably in decades. However, recent advances in 

                  genetic research have opened the door to the discovery and 

                  exploitation of differences between pancreatic cancer and the 

                  host. 

                  A review of the literature shows that there are more than 1000 

                  genes that are differentially expressed in pancreatic tumors. 

                  Some of these genes may be expressed on the cell surface, in 

                  the secretory component of the cell, or in the serum, and may 

                  therefore be useful as biomarkers and targets of therapy. 

                  Proteins that are uniformly overexpressed in pancreatic cancer 

                  can be identified, and these genes can be studied to identify 

                  tumor-specific antigens. 

                  The collection of tissue from patients with pancreatic cancer 

                  would allow for these studies as well as any future techniques 

                  as they become available. The treatment of pancreatic cancer 

                  with standard modalities (surgery, chemotherapy, radiation) 

                  has historically shown little effect on mortality. Novel 

                  adjuvant therapies are needed to change the natural history of 

                  this disease.

                  Other sites may provide tissue samples to this tissue bank. A 

                  copy of their IRB approval will be attached to this protocol. 

                  The University of California at San Francisco and Thomas 

                  Jefferson University have provided samples in the past and 

                  their IRB letters are already attached. Before any tissue is 

                  accepted from outside institutions, an amendment will be 

                  requested from our IRB and a copy of their current IRB 

                  approval will be provided.

      Section D:  Purpose and Objectives

                       The objective of this protocol is to collect and store 

                  blood and tissue specimens from patients with pancreatic 

                  disease for research purposes. Going forward, we would also 

                  like to send prospective tissue specimens to investigators at 

                  Baylor and non-Baylor affiliates to facilitate their research 

                  into pancreatic diseases.

      Section E:  Protocol Risks/Subjects

      E1.  Risk Category

                       Category 3: Research involving greater than minimal risk 

                  and no prospect of direct benefit to the individual subject, 

                  but likely to yield generalizable knowledge about the 

                  subject's disorder or condition.

      E2.  Subjects

            Gender:

                       Both

            Age:

                       Adult (18-64 yrs), Geriatric (65+ yrs)

            Ethnicity:

                       Hispanic Or Latino, Vietnamese

            Primary Language:

                       English, Spanish, Vietnamese

            Groups to be recruited will include:

                       Both patients and healthy, non-patient, normals; Healthy, 

                  non-patient, normals; Patients

            Vulnerable populations to be recruited as subjects:

                       Terminally ill patients, Women of child bearing potential

            Vulnerable populations require special protections.  How will you 

            obtain informed consent, protect subject confidentiality, and 

            prevent undue coercion?

                       Women of childbearing potential will have a negative 

                  serum pregnancy test prior to entry into this study. Regarding 

                  consent procedures, confidentiality, and patient rights, these 

                  women and terminally ill patients will be treated as any other 

                  subject in this study. All data collection will be kept in the 

                  strictest confidence with access limited to the investigators 

                  listed on this protocol, and only for purposes defined in this 

                  protocol. Data will be stored on a password-protected 

computer.

      E3.  Pregnant woman/fetus

            Will pregnant women and/or fetuses be enrolled in the research?

                       No

      E4.  Neonates

            Will neonates be enrolled in the research?

                       No

      E5.  Children

            Will children be enrolled in the research?

                       No

      Section F:  Design/Procedure

      F1.  Design

            Select one category that most adequately describes your research:

                       f) Tissue Repository (tissue bank)

            Discuss the research design including but not limited to such issues 

            as: probability of group assignment, potential for subject to be 

            randomized to placebo group, use of control subjects, etc.

                       This will be an ongoing project to collect specimens and 

                  build a tissue bank from patients with pancreatic cancer and 

                  other family members as normal controls. There is no group 

                  assignment; thus, the issues of placebo and control subjects 

                  are not applicable.

                  We will have roughly 50 patients per year to serve as healthy 

                  control subjects.

            Inclusion Criteria:

                       PATIENTS: Patients with a clinical diagnosis of 

                  pancreatic disease who will undergo biopsy, laparoscopy, or 

                  laparotomy for medical reasons. We will also collect blood 

                  only from normal volunteers to be used as controls.

                  CONTROLS: -Healthy individuals without the diagnosis of 

                  pancreatic disease -Healthy individuals 18 years or age or 

                  above

            Exclusion Criteria:

                       PATIENTS: Patients who will not already undergo biopsy, 

                  laparoscopy or laparotomy for medical reasons (a tumor) will 

                  not be asked to donate tumor tissue. 

                  CONTROLS: Individuals who are pregnant or test positive on a 

                  pregnancy test 

      F2.  Procedure

                       All patients with a pancreatic mass will be asked to 

                  participate in this study. No additional surgical procedures 

                  will be performed on subjects participating in the study. 

                  Specimens of pancreas tissue will be obtained from patients 

                  already undergoing biopsy of the pancreas, or biopsy of 

                  metastatic disease by needle biopsy, laparoscopy, or 

                  laparotomy for medical diagnostic reasons. We will obtain two 

                  additional tissue specimens no greater than 1cm^3 (each) 

                  during whichever procedure the patient undergoes for 

                  pathologic evaluation.

                  Blood will also be collected once from each subject prior to 

                  beginning any chemotherapy or radiotherapy. No more than 75cc 

                  of blood will be drawn from each subject. This is in addition 

                  to the routine blood tests performed as part of standard 

                  cancer care.

                  Saliva samples (spit), approximately 10 cc, will be collected 

                  in a cup from each subject. 

                  Self collection of stool specimens in a provided stool 

                  collection kit

                  Studies will be performed in the laboratory in an effort to 

                  learn more about pancreatic cancer and to develop new 

                  treatments in the future. There are several types of studies 

                  we will be conducting: DNA, RNA, and protein isolation and 

                  analysis and histology. Findings will be correlated with 

                  disease stage, treatment, and clinical outcome information 

                  obtained from the medical record.

                  A portion of the tissue collected at surgery may serve as 

                  primary xenografts in mice. Live pancreatic cancer cells will 

                  be injected into mice. Xenografts that take will be harvested 

                  and frozen and will ultimately serve as a renewable source of 

                  tissue for research. This tissue resource will be made 

                  available to other investigators locally and may be 

                  distributed to external investigators as well. The samples 

                  will be stored in the breast center and in our EPC tissue 

bank.

                  We will also collect blood (20 cc) or cheek swabs from friends 

                  and relatives of pancreas patients and non-pancreas patients 

                  to be used as healthy controls.

                  We will request serial blood draws from our patients when they 

                  come back for clinic visits. The first year after their 

                  surgery, we will collect 50 cc (3-4 tablespoons) of blood not 

                  more than every 3 months. After the first year, the interim 

                  will be every 6 months, not more than 50 cc (3-4 tablespoons) 

                  through the fifth year.

                  The blood samples that are being separated and stored include 

                  whole blood plasma, serum and DNA.

                  Requests from multiple different investigators for blood have 

                  come the the Pancreas Center and therefore a larger volume is 

                  needed. it is also needed for different time points such as 

                  preoperative, postoperative and before and after chemotherapy. 

                  These different time points will help to correlate discoveries 

                  possible from the analyses of blood with recurrence of 

disease.

      Section G:  Sample Size/Data Analysis

      G1.  Sample Size

            How many subjects (or specimens, or charts) will be used in this 

            study?

                       Local: 1000              Worldwide: 1000

            Please indicate why you chose the sample size proposed:

                       The above sample size is an approximate estimate for the 

                  volume of additional patients with pancreatic cancer we will 

                  see in the near future: this is an open-ended study.

      G2.  Data Analysis

            Provide a description of your plan for data analysis. State the 

            types of comparisons you plan (e.g. comparison of means, comparison 

            of proportions, regressions, analysis of variance). Which is the 

            PRIMARY comparison/analysis? How will the analyses proposed relate 

            to the primary purposes of your study?

                       Analyses will be dependent on the specific studies.

      Section H:  Potential Risks/Discomforts

      H1.  Potential Risks/Discomforts

            Describe and assess any potential risks/discomforts and assess the 

            likelihood and seriousness of such risks:

                       Extra blood will be taken from patients and normal 

                  volunteers for research purposes only. 

                  It should be noted that having blood drawn may cause bruising, 

                  soreness, infection, pain and fainting. 

                  In the case of a biopsy, the risks of the exact biopsy method 

                  will be explained in detail by the treating physician. Public 

                  data release risks include: Risk of identification by an 

                  unknown/unauthorized person/agencies/companies of the donor or 

                  his/her family Other as yet unknown risks.

                  Protections to secure information are implemented but not 

                  guaranteed.

      H2.  Data and safety monitoring plan

                 Do the study activities impart greater than minimal risk to 

            subjects?

                            Yes

                  NOTE:  The answer to the questions in H2 requires the 

                  completion of the form: 'Section H – Data and Safety 

                  Monitoring Plan' as an attachment in Section S.

      H3.  Coordination of information among sites for multi-site research

            Is the BCM Principal Investigator acting as the SPONSOR-INVESTIGATOR 

            for this multi-site research?

                            No or Not Applicable

            Is BCM the COORDINATING CENTER for this multi-site research?

                            No or Not Applicable

      Section I:  Potential Benefits

            Describe potential benefits to be gained by the individual subject 

            as a result of participating in the planned work.

                       There are no direct benefits to the patient. The results 

                  of this study will lead to a better understanding of human 

                  pancreatic cancer and will help to develop new treatments in 

                  the future.

            Describe potential benefits to society of the planned work.

                       This study would also benefit medical science in its 

                  development of new information about pancreatic cancer and in 

                  its development of better diagnostic tests.

            Do anticipated benefits outweigh potential risks? Discuss the 

            risk-to-benefit ratio.

                       There are no additional risks to participating in this 

                  study. The benefits are the knowledge that will be gained and 

                  a potential new treatment or diagnostic tool for pancreatic 

                  cancer. The risk-to-benefit ratio is very favorable.

      Section J:  Consent Procedures

      J1.  Waiver of Consent

            Will any portion of this research require a waiver of consent and 

            authorization?

                       Yes

            Describe the portion of the research for which a waiver is 

            required(example: chart review to determine subject eligibility)

                       We will be reviewing charts to determine and verify 

                  subject eligibility.

            Explain why the research and the use or disclosure of protected 

            health information involves no more than minimal risk (including 

            privacy risks) to the individuals.

                       The PHI will not be reused or disclosed to (shared with) 

                  any other person or entity, except as required by law, for 

                  authorized oversight of the research study, or for other 

                  research for which the use or disclosure of the PHI would be 

                  permitted under the Privacy Rule

            Explain why the waiver will not adversely affect the privacy rights 

            and the welfare of the research subjects.

                       Whether or not the subject participates in this study 

                  will have no bearing on the standard of care the subject 

                  receives.

            Explain why the research could not practicably be conducted without 

            the waiver and could not practicably be conducted without access to 

            and use of the protected health information.

                       This waiver only applies to the screening of patients and 

                  will only include recording data from patient charts. Follow 

                  up for these patients is difficult. Some studies have shown 

                  follow up rates of 10%. This would make gaining consent 

                  prohibitively difficult. This research will not affect the 

                  subject's care as they have already received the standard of 

                  care.

            Describe how an adequate plan exists in order to protect identifiers 

            from improper use and disclosure.

                       A plan exists such that only the PI and clinical database 

                  administrator have access to these password-protected 

                  identifiers, which are subsequently removed when sharing data 

                  with co-investigators, analyzing data, and reporting or 

                  disseminating aggregate outcome data (often reported as rates) 

                  in scholarly publications and scientific presentations. The 

                  use or disclosure of PHI involves no more than minimal risk to 

                  the individuals and the waiver will not adversely affect the 

                  privacy rights and the welfare of the individuals.

            Describe how an adequate plan exists in order to destroy identifiers 

            at the earliest opportunity consistent with conduct of the research, 

            unless there is a health or research justification for retaining the 

            identifiers or such retention is otherwise required by law.

                       PHI is not disclosed to any other person or entity except 

                  for the authorized oversight of the research study by the PI 

                  and the clinical database administrator. The Division 

                  uniformly adheres to all patient and patient data security and 

                  confidentiality rules and regulations set forth by the 

College.

            Describe how adequate written assurances exist in order to ensure 

            that the PHI will not be reused or disclosed to (shared with) any 

            other person or entity, except as required by law, for authorized 

            oversight of the research study, or for other research for which the 

            use or disclosure of the PHI would be permitted under the Privacy 

            Rule.

                       We will destroy identifiers at the earliest opportunity 

                  consistent with conduct of the research absent a health or 

                  research justification for retaining them or a legal 

                  requirement to do so. The use or disclosure of PHI involves no 

                  more than minimal risk to the individuals and the waiver will 

                  not adversely affect the privacy rights and the welfare of the 

                  individuals.

            Information from health records such as diagnoses, progress notes, 

            medications, lab or radiology findings, etc.

                       Yes

            Specific information concerning alcohol abuse:

                       No

            Specific information concerning drug abuse:

                       No

            Specific information concerning sickle cell anemia:

                       No

            Specific information concerning HIV:

                       No

            Specific information concerning psychiatry notes:

                       No

            Demographic information (name, D.O.B., age, gender, race, etc.):

                       Yes

            Full Social Security #:

                       Yes

            Partial Social Security # (Last four digits):

                       Yes

            Billing or financial records:

                       No

            Photographs, videotapes, and/or audiotapes of you:

                       No

            Other: 

                       No

            Will additional pertinent information be provided to subjects after 

            participation?

                       No

            If No, explain why providing subjects additional pertinent 

            information after participation is not appropriate.

                       Subjects will have access to study information after 

                  study is complete. 

      J1a.  Waiver of requirement for written documentation of Consent

            Will this research requires a waiver of requirement for written 

            documentation of informed consent?

                       No

      J2.  Consent Procedures

            Who will recruit subjects for this study?

                       PI

                  PI's staff

            Describe how research population will be identified, recruitment 

            procedures, and consent procedures in detail.

                       Eligible subjects will be identified and recruited from 

                  within the practice populations of participating physicians. 

                  The investigator or his designee will discuss the purpose of 

                  the research, the scientific background, the study procedures, 

                  and alternatives with the patient. The investigator or his 

                  designee will answer questions at this time and also be 

                  available to answer further questions in the future. Patients 

                  who indicate interest in the study will then meet with the 

                  investigator or his designee to review, in detail, the content 

                  of the consent form. Patients will be encouraged to take the 

                  consent form home, re-read carefully and then to call with any 

                  additional questions. When a patient decides to participate, 

                  they will need to sign and date the consent form. All study 

                  participants will receive a copy of the signed consent form. 

                  The PI or his staff will call the patient or his family 

                  periodically to check on his well-being or inquire what kind 

                  of treatment he may be receiving if permission is given by the 

                  patient.

                  We may re-consent participants who agreed to recontact in the 

                  original consent form, are not known to be deceased, and for 

                  whom we have contact information. We will call participants 

                  and then mail the amended consent form to them. Participants 

                  will be given contact information of study staff, who will be 

                  available to answer any questions. In some cases, we may ask 

                  them to come in, or re-consent them at their next clinical 

                  appointment.

                  For Spanish speaking subjects, we have a full-length Spanish 

                  consent form that has been approved by the IRB. For Vietnamese 

                  subjects, we will use the Vietnamese short form translation. 

                  We also have access to the translators at St. Luke's Episcopal 

                  Hospital.

            Are foreign language consent forms required for this protocol?

                       Yes

            Which of the following ways will you document informed consent in 

            languages other than English?

                       A full-length informed consent document

      J3.  Privacy and Intrusiveness

            Will the research involve observation or intrusion in situations 

            where the subjects would normally have an expectation of privacy?

                       No

      J4.  Children

            Will children be enrolled in the research?

                       No

      J5.  Neonates

            Will non-viable neonates or neonates of uncertain viability be 

            involved in research?

                       No

      J6.  Consent Capacity - Adults who lack capacity

            Will Adult subjects who lack the capacity to give informed consent 

            be enrolled in the research?

                       No

      J7.  Prisoners

            Will Prisoners be enrolled in the research?

                       No

      Section K:  Research Related Health Information and Confidentiality

            Will research data include identifiable subject information?

                       Yes

            Information from health records such as diagnoses, progress notes, 

            medications, lab or radiology findings, etc.

                       Yes

            Specific information concerning alcohol abuse:

                       No

            Specific information concerning drug abuse:

                       No

            Specific information concerning sickle cell anemia:

                       No

            Specific information concerning HIV:

                       No

            Specific information concerning psychiatry notes:

                       No

            Demographic information (name, D.O.B., age, gender, race, etc.):

                       Yes

            Full Social Security #:

                       Yes

            Partial Social Security # (Last four digits):

                       Yes

            Billing or financial records:

                       No

            Photographs, videotapes, and/or audiotapes of you:

                       No

            Other: 

                       No

            At what institution will the physical research data be kept?

                       Study information will be kept in our offices at 

                  Methodist hospital

            How will such physical research data be secured?

                       Data will be kept under lock and key in our file cabinets 

                  that are in our office and only accessible by lock and key.

            At what institution will the electronic research data be kept?

                       Electronic data will be kept on network servers protected 

                  by passwords.

            Such electronic research data will be secured via BCM IT Services- 

            provided secured network storage of electronic research data 

            (Non-Portable devices only):

                       Yes

            Such electronic research data will be secured via Other: 

                       No

            Will there be anyone besides the PI, the study staff, the IRB and 

            the sponsor, will have access to identifiable research data?

                       No

            Please describe the methods of transmission of any research data 

            (including PHI, sensitive, and non-sensitive data) to sponsors 

            and/or collaborators.

                       All transmissions will take place via secure email.

            Will you obtain a Certificate of Confidentiality for this study?

                       No

            Please further discuss any potential confidentiality issues related 

            to this study.

                       If data is to be publicly released, DNA sequences 

                  determined by high-throughput sequencing analysis will be 

                  posted on the World Wide Web but will have no specific patient 

                  identifiers. However, with knowledge of a patient's specific 

                  DNA sequence or that of a close relative, one could compare 

                  this sequence to the one that has been publicly posted. These 

                  risks are discussed in detail in the consent form.

      Section L:  Cost/Payment

            Delineate clinical procedures from research procedures. Will 

            subject's insurance (or subject) be responsible for research related 

            costs? If so state for which items subject's insurance (or subject) 

            will be responsible (surgery, device, drugs, etc). If appropriate, 

            discuss the availability of financial counseling.

                       There are no additional costs to patients.

            If subjects will be paid (money, gift certificates, coupons, etc.) 

            to participate in this research project, please note the total 

            dollar amount (or dollar value amount) and distribution plan (one 

            payment, pro-rated payment, paid upon completion, etc) of the 

            payment.

            Dollar Amount:

                       0

            Distribution Plan:

                       N/A

      Section M:  Genetics

            How would you classify your genetic study?

                       DNA diagnostic study

            Discuss the potential for psychological, social, and/or physical 

            harm subsequent to participation in this research. Please discuss, 

            considering the following areas: risks to privacy, confidentiality, 

            insurability, employability, immigration status, paternity status, 

            educational opportunities, or social stigma.

                       Generating genomic information on a large scale requires 

                  special attention to protect patient’s rights and 

                  confidentiality. Genome sequencing, and its potential personal 

                  risks will be explained to potential participants in the 

                  informed consent process. 

            Will subjects be offered any type of genetic education or 

            counseling, and if so, who will provide the education or counseling 

            and under what conditions will it be provided? If there is the 

            possibility that a family's pedigree will be presented or published, 

            please describe how you will protect family member's 

confidentiality?

                       We do not anticipate that the research will result in any 

                  validated data of known clinical relevance within the lifetime 

                  of the pancreatic cancer patients participating in this 

                  protocol (5% 5-year survival). Therefore, we are not providing 

                  any specific genetic information feedback or counseling to 

                  individual patients. 

      Section N:  Sample Collection

      SAMPLE:   Other: Pancreas juice/Cyst fluid

            What is the purpose of the sample collection?

                       Pancreatic juice or cyst fluid will be collected from the 

                  pancreatic duct at the time of surgery or as a part of 

                  standard medical care to search for markers that would aid in 

                  earlier diagnosis. 

            For blood draws, specify the amount drawn, in teaspoons, at each 

            visit and across the course of the subjects entire participation 

            time.

                       N/A

            Is there the possibility that cell lines will be developed with this 

            sample?No

            Sample will be obtained from:

                       Pathology, Clinical Labs, Other: operating room

            Will the sample be stripped of identifiers?

                       No

            If sample will be released outside the hospital:

            Will sample be released to anyone not listed as an investigator on 

            the protocol? Will the information be identifiable, coded or 

            de-identified?

                       Yes. Samples released outside the investigators on this 

                  protocol will be coded.

            Will sample material be sold or transferred to any third parties? 

            Will the information be de-identified?

                       Yes. Samples used by any third parties will be coded.

            If sample will be banked for future use:

            Where will the sample be banked and for how long?

                       The samples will be banked indefinitely in the PI's 

                  laboratory space in the Human Genome Sequencing Center, the 

                  Nabisco Building, the Cullen Building and Breast Center of the 

                  Texas Medical Center. The samples will be kept until either 

                  used for research or until it becomes unusable due to 

                  degradation.

            Does the banking institution have an approved policy for the 

            distribution of samples?

                       No. Our policy and procedure document is attached to this 

                  protocol for review and approval.

            If the entire sample will NOT be used during the course of this 

            research study:

            Will the remaining tissue be discarded? If not what will be done 

            with the remaining sample after study completion and how long will 

            the sample be kept?

                       Remaining tissue will not be discarded. Remaining tissue 

                  will be retained indefinitely by the PI for future studies.

            Will samples be made available to the research subject (or his/her 

            medical doctor) for other testing?

                       No

            If a subject withdraws from the study:

            Will subject have the option to get the remaining portion of their 

            sample back?

                       No

            Will samples be destroyed? If not, will they be kept anonymously? 

            What will happen to the sample if the subject revokes authorization?

                       The samples will not be destroyed; they will be kept 

                  anonymously by the PI indefinitely.

            Will data obtained from their sample be deleted? What will happen to 

            the sample if the subject revokes authorization?

                       No, but all identifying information, including name and 

                  other demographic information, will be deleted. It may not be 

                  possible to remove genetic information once it has been 

                  released to scientific databases. 

                  Participation/non-participation or withdrawal from project 

                  will not affect care.

            Will study data or test results be recorded in the subject's medical 

            records?

                       No

            Will results of specific tests and/or results of the overall study 

            be revealed to the research subject and or his/her doctor?

                       No

            Please identify all third parties, including the subject's 

            physician, to receive the test results.

                       No one except the PI and his research staff will receive 

                  test results.

      SAMPLE:  Blood

            What is the purpose of the sample collection?

                       Blood will be collected prior to patients beginning 

                  therapy for studies to search for pancreatic cancer markers 

                  that would aid in earlier diagnosis.

                  The purpose of the serial blood draws is to determine when we 

                  can detect circulating tumor cells after resection. We would 

                  also like to see what effect chemo/radiation is having on the 

                  patient's DNA.

            For blood draws, specify the amount drawn, in teaspoons, at each 

            visit and across the course of the subjects entire participation 

            time.

                       No more than 75cc (5 tablespoons) of blood will be drawn 

                  from each patient, once, prior to starting treatment. Patients 

                  having venous access procedures for chemotherapy after 

                  successful resection of their tumor will have an additional 

                  sample taken at that time (which is blood that would normally 

                  be aspirated from the catheter as part of the procedure to 

                  check placement and then discarded.) 

                  We would like to draw 50 cc (3-4 tablespoons) every three 

                  months the first year following surgery and every six months 

                  through the fifth year to help us better understand disease 

                  progression.

            Is there the possibility that cell lines will be developed with this 

            sample?Yes

            Sample will be obtained from:

                       Clinical Labs, Other: Clinic/OR

            Will the sample be stripped of identifiers?

                       No

            If sample will be released outside the hospital:

            Will sample be released to anyone not listed as an investigator on 

            the protocol? Will the information be identifiable, coded or 

            de-identified?

                       Yes. The information will be coded.

            Will sample material be sold or transferred to any third parties? 

            Will the information be de-identified?

                       Yes. Sample material that is transferred to third parties 

                  will be coded.

            If sample will be banked for future use:

            Where will the sample be banked and for how long?

                       The samples will be banked indefinitely in the PI's 

                  laboratory space in the Human Genome Sequencing Center, the 

                  Nabisco Building, and the Cullen Building of the Texas Medical 

                  Center. The samples will be kept until either used for 

                  research or until it becomes unusuable due to degradation.

            Does the banking institution have an approved policy for the 

            distribution of samples?

                       Yes. It is attached to the section S of this protocol

            If the entire sample will NOT be used during the course of this 

            research study:

            Will the remaining tissue be discarded? If not what will be done 

            with the remaining sample after study completion and how long will 

            the sample be kept?

                       Remaining tissue will not be discarded. Remaining tissue 

                  will be retained indefinitely by the PI for future studies.

            Will samples be made available to the research subject (or his/her 

            medical doctor) for other testing?

                       No

            If a subject withdraws from the study:

            Will subject have the option to get the remaining portion of their 

            sample back?

                       No

            Will samples be destroyed? If not, will they be kept anonymously? 

            What will happen to the sample if the subject revokes authorization?

                       The samples will not be destroyed; they will be kept 

                  anonymously by the PI indefinitely.

            Will data obtained from their sample be deleted? What will happen to 

            the sample if the subject revokes authorization?

                       No, but all identifying information, including name and 

                  other demographic information, will be deleted. It may not be 

                  possible to remove genetic information once it has been 

                  released to scientific databases. 

                  Participation/non-participation or withdrawal from project 

                  will not affect care.

            Will study data or test results be recorded in the subject's medical 

            records?

                       No

            Will results of specific tests and/or results of the overall study 

            be revealed to the research subject and or his/her doctor?

                       No.

            Please identify all third parties, including the subject's 

            physician, to receive the test results.

                       No one except the PI and his research staff will receive 

                  test results.

      SAMPLE:  Genetic Material

            What is the purpose of the sample collection?

                       Stool - The collections of microbes that reside in the 

                  human body form complex communities and are found primarily in 

                  the oral cavity, on the skin, in the nasal cavity, in the 

                  gastrointestinal tract, and in the vagina (Paustian 2006; 

                  Tierno 2001). These microbial communities are intimately 

                  integrated with the human “self” and may lead to a new 

                  understanding of “self”. Collecting stool is a non-invasive 

                  way to measurement of the core microbiomes associated with the 

                  gastrointestinal tract.

            For blood draws, specify the amount drawn, in teaspoons, at each 

            visit and across the course of the subjects entire participation 

            time.

                       Stool will be self collected in a provided container.

            Is there the possibility that cell lines will be developed with this 

            sample?No

            Sample will be obtained from:

                       Clinical Labs, Other: Subjects

            Will the sample be stripped of identifiers?

                       No

            If sample will be released outside the hospital:

            Will sample be released to anyone not listed as an investigator on 

            the protocol? Will the information be identifiable, coded or 

            de-identified?

                       Yes. Samples released outside the investigators on this 

                  protocol will be coded. 

            Will sample material be sold or transferred to any third parties? 

            Will the information be de-identified?

                       Yes. Samples used by any third parties will be coded. 

            If sample will be banked for future use:

            Where will the sample be banked and for how long?

                       The samples will be banked indefinitely in the PI's 

                  laboratory space in the Human Genome Sequencing Center, the 

                  Nabisco Building, the Cullen Building and Breast Center of the 

                  Texas Medical Center. The samples will be kept until either 

                  used for research or until it becomes unusable due to 

                  degradation. 

            Does the banking institution have an approved policy for the 

            distribution of samples?

                       Yes. Our policy and procedures for distributing samples 

                  is attached in section S.

            If the entire sample will NOT be used during the course of this 

            research study:

            Will the remaining tissue be discarded? If not what will be done 

            with the remaining sample after study completion and how long will 

            the sample be kept?

                       Remaining specimens will not be discarded. Remaining 

                  specimens will be retained indefinitely by the PI for future 

                  studies. 

            Will samples be made available to the research subject (or his/her 

            medical doctor) for other testing?

                       No

            If a subject withdraws from the study:

            Will subject have the option to get the remaining portion of their 

            sample back?

                       No

            Will samples be destroyed? If not, will they be kept anonymously? 

            What will happen to the sample if the subject revokes authorization?

                       If a subject withdraws from the study and there are 

                  remaining samples in the bank, we will offer the patient two 

                  choices: we will either anonymize the samples (i.e. destroy 

                  the link between the code and the patient identifiers) or 

                  destroy the samples. 

            Will data obtained from their sample be deleted? What will happen to 

            the sample if the subject revokes authorization?

                       No. Data obtained prior to the withdrawal of consent will 

                  not be deleted. However, any patient data associated with the 

                  sample remaining in the Tissue Consent Database will be 

                  deleted, and the consent will be revoked.

            Will study data or test results be recorded in the subject's medical 

            records?

                       No

            Will results of specific tests and/or results of the overall study 

            be revealed to the research subject and or his/her doctor?

                       No.

            Please identify all third parties, including the subject's 

            physician, to receive the test results.

                       No one except the PI and his research staff will receive 

                  test results.

      SAMPLE:  Sputum

            What is the purpose of the sample collection?

                       The collection of saliva is the least complex and most 

                  cost effective method of collecting large amounts of DNA. 5 ml 

                  of sputum over a 30-minute period will be collected from 

                  patients at clinic visits.

            For blood draws, specify the amount drawn, in teaspoons, at each 

            visit and across the course of the subjects entire participation 

            time.

                       N/A

            Is there the possibility that cell lines will be developed with this 

            sample?No

            Sample will be obtained from:

                       Clinical Labs

            Will the sample be stripped of identifiers?

                       No

            If sample will be released outside the hospital:

            Will sample be released to anyone not listed as an investigator on 

            the protocol? Will the information be identifiable, coded or 

            de-identified?

                       Yes. Samples released outside the investigators on this 

                  protocol will be coded.

            Will sample material be sold or transferred to any third parties? 

            Will the information be de-identified?

                       Yes. Samples used by any third parties will be coded.

            If sample will be banked for future use:

            Where will the sample be banked and for how long?

                       The samples will be banked indefinitely in the PI's 

                  laboratory space in the Human Genome Sequencing Center, the 

                  Nabisco Building, the Cullen Building and Breast Center of the 

                  Texas Medical Center. The samples will be kept until either 

                  used for research or until it becomes unusable due to 

                  degradation.

            Does the banking institution have an approved policy for the 

            distribution of samples?

                       No. Our policy and procedure document is attached to this 

                  protocol for review and approval.

            If the entire sample will NOT be used during the course of this 

            research study:

            Will the remaining tissue be discarded? If not what will be done 

            with the remaining sample after study completion and how long will 

            the sample be kept?

                       Remaining tissue will not be discarded. Remaining tissue 

                  will be retained indefinitely by the PI for future studies.

            Will samples be made available to the research subject (or his/her 

            medical doctor) for other testing?

                       No

            If a subject withdraws from the study:

            Will subject have the option to get the remaining portion of their 

            sample back?

                       No

            Will samples be destroyed? If not, will they be kept anonymously? 

            What will happen to the sample if the subject revokes authorization?

                       The samples will not be destroyed; they will be kept 

                  anonymously by the PI indefinitely.

            Will data obtained from their sample be deleted? What will happen to 

            the sample if the subject revokes authorization?

                       No, but all identifying information, including name and 

                  other demographic information, will be deleted. It may not be 

                  possible to remove genetic informationce it has been released 

                  to scientific databases. Participation/non-participation or 

                  withdrawal from project will not affect care.

            Will study data or test results be recorded in the subject's medical 

            records?

                       No

            Will results of specific tests and/or results of the overall study 

            be revealed to the research subject and or his/her doctor?

                       No.

            Please identify all third parties, including the subject's 

            physician, to receive the test results.

                       No one except the PI and his research staff will receive 

                  test results.

      SAMPLE:  Tumor

            What is the purpose of the sample collection?

                       To examine pancreatic cancer samples for mutations and 

                  altered expression of cancer-specific proteins that may then 

                  be used in the development of new diagnostic tests or 

                  treatments for pancreatic cancer.

            For blood draws, specify the amount drawn, in teaspoons, at each 

            visit and across the course of the subjects entire participation 

            time.

                       N/A

            Is there the possibility that cell lines will be developed with this 

            sample?Yes

            Sample will be obtained from:

                       Pathology, Research Labs, Other: Operating Rooms

            Will the sample be stripped of identifiers?

                       No

            If sample will be released outside the hospital:

            Will sample be released to anyone not listed as an investigator on 

            the protocol? Will the information be identifiable, coded or 

            de-identified?

                       Yes. All information will be coded.

            Will sample material be sold or transferred to any third parties? 

            Will the information be de-identified?

                       Yes. Any sample material that is transferred to third 

                  parties will be coded.

            If sample will be banked for future use:

            Where will the sample be banked and for how long?

                       The samples will be banked indefinitely in the PI's 

                  laboratory space in the Human Genome Sequencing Center, the 

                  Nabisco Building, and the Cullen Building of the Texas Medical 

                  Center. The samples will be kept until either used for 

                  research or until it becomes unusuable due to degradation.

            Does the banking institution have an approved policy for the 

            distribution of samples?

                       Yes. Our policy and procedures for distributing samples 

                  is attached in section S.

            If the entire sample will NOT be used during the course of this 

            research study:

            Will the remaining tissue be discarded? If not what will be done 

            with the remaining sample after study completion and how long will 

            the sample be kept?

                       Remaining tissue will not be discarded. Remaining tissue 

                  will be retained indefinitely by the PI for future studies.

            Will samples be made available to the research subject (or his/her 

            medical doctor) for other testing?

                       No

            If a subject withdraws from the study:

            Will subject have the option to get the remaining portion of their 

            sample back?

                       No

            Will samples be destroyed? If not, will they be kept anonymously? 

            What will happen to the sample if the subject revokes authorization?

                       The samples will not be destroyed; they will be kept 

                  anonymously by the PI indefinitely.

            Will data obtained from their sample be deleted? What will happen to 

            the sample if the subject revokes authorization?

                       No, but all identifying information, including name and 

                  other demographic information, will be deleted. No identifiers 

                  will be associated with DNA information in the database. 

                  Participation/non-participation or withdrawal from the project 

                  will not affect care.

            Will study data or test results be recorded in the subject's medical 

            records?

                       No

            Will results of specific tests and/or results of the overall study 

            be revealed to the research subject and or his/her doctor?

                       No.

            Please identify all third parties, including the subject's 

            physician, to receive the test results.

                       No one except the PI and his research staff will receive 

                  test results.

      Section O:  Drug Studies

            Does the research involve the use of ANY drug* or biologic? (*A drug 

            is defined as any substance that is used to elicit a pharmacologic 

            or physiologic response whether it is for treatment or diagnostic 

            purposes)

                       No

            Does the research involve the use of ANY gene transfer agent for 

            human gene transfer research?

                       No

      O1.  Current Drugs

            Is this study placebo-controlled?

                       No

            Will the research involve a radioactive drug that is not approved by 

            the FDA?

                       No

      Section P:  Device Studies

                 Does this research study involve the use of ANY device?

                            No

      Section Q:  Consent Form(s)

            PANCREAS CENTER TISSUE BANK

      Section R:  Advertisements

            None

