BUMC IRB Screening Form 
For WIRB Submissions  
This completed screening form and supporting documentation must accompany all WIRB submissions. 
Please carefully follow the instructions for “Revised Procedures for WIRB Submission – Investigator Instructions for BUMC Pre-Review of WIRB Application” (Version 02-07-12).  This Screening Form is one of the three preliminary documents which must be submitted to the BUMC IRB Office.  Protocols must be pre-reviewed by the BUMC IRB Office prior to being submitted to WIRB.  
PLEASE COMPLETE ALL SECTIONS AND CHECK THE APPROPRIATE BOXES.  INCOMPLETE SUBMISSIONS WILL RESULT IN A DELAY IN PROCESSING.   
***Note, the IRB makes the final determination as to whether any protocol can be submitted to WIRB for review.  The IRB retains the right to determine, after reviewing the details, that any protocol may require review by one of the internal BUMC IRB Panels.
Name of BUMC Study Coordinator:

Email address:

Phone: 
Name of BUMC Principal Investigator:

Name of Sponsor:

Sponsor’s Protocol Number:

Sponsor’s Protocol Title:

To check the boxes:  Click twice on the box and a screen will appear, “Check Box Form Field Options”.  Then, under “Default Value”, click on “Checked”, then click “OK”.  OR, print out the form and manually check the appropriate boxes.

Section A: Drug and Device Information

1.  Protocols may only be submitted to WIRB from BUMC if the protocol is a multi-centered AND industry-sponsored trial; AND is either an industry sponsored drug trial or an industry sponsored device trial.  

 FORMCHECKBOX 
 This is an industry-sponsored multi-centered clinical trial.  

 FORMCHECKBOX 
 This is a single-site trial.  *** Stop here. This protocol may not be submitted to WIRB. 

 FORMCHECKBOX 
 This is a Human Gene Therapy study  where anything foreign of biological origin, i.e. microbial, human cells, recombinant DNA will be introduced directly into humans OR if your research will involve the deliberate transfer of recombinant DNA, or DNA or RNA derived from recombinant DNA, into human subjects (human gene transfer) *** Stop here. This protocol may not be submitted to WIRB.
2. Studies involving the use of drugs or biologicals         
 FORMCHECKBOX 
 This protocol is NOT a drug study. 

 FORMCHECKBOX 
 This is an industry sponsored drug trial.  This means that the FDA awarded the IND to the industry sponsor.     (You must provide necessary documentation to the BUMC IRB and WIRB.  This documentation can be an FDA letter, or an email from the industry sponsor.  Please attach the documentation to this submission..)
 FORMCHECKBOX 
 This is an investigator-initiated trial.   This means that the FDA awarded the IND to an individual  investigator from BUMC or to another institution.  .  ***Stop here. This protocol may not be submitted to WIRB.  
 FORMCHECKBOX 
 There is no IND for this protocol.  The drugs in this protocol are being used PRECISELY according to FDA labeling for indications, dose, study population.  There is no off-label use.
 FORMCHECKBOX 
 There is no IND for this protocol.  The sponsor is requesting an IND exemption under the 312.2 FDA regulations.   ***Stop here. This protocol may not be submitted to WIRB. 

 FORMCHECKBOX 
 The FDA has made a formal determination that this study is IND exempt.  (A copy of the FDA letter must be attached.)  

3. Device trials 
 FORMCHECKBOX 
 This protocol is NOT a device study. 

 FORMCHECKBOX 
 This is an industry-sponsored device trial.  This means that the FDA awarded the IDE to the industry sponsor.     (You must provide necessary documentation to the BUMC IRB and WIRB.  This documentation can be an FDA letter or an email from the industry sponsor) .
 FORMCHECKBOX 
 This is an investigator-initiated trial.   The FDA awarded the IDE to an individual  investigator from BUMC or to another institution.  ***Stop here. This protocol cannot be submitted to WIRB.  

 FORMCHECKBOX 
 There is no IDE for this protocol.  The device used in this protocol is being used PRECISELY according to FDA labeling for indications, dose, study population.  There is no off-label use.

 FORMCHECKBOX 
 There is no IDE for this protocol.  The sponsor is requesting an IRB-deemed IDE (the IRB is required to make a non-significant risk device determination under FDA regulations 812.2)   ***Stop here. This protocol may not be submitted to WIRB. 

 FORMCHECKBOX 
 The FDA has made a formal determination that this study is a non-significant risk device.  (A copy of the FDA letter must be attached.)  

4.   FORMCHECKBOX 
 This study is a research study or repository/registry study that involves neither drugs nor devices.  *** Stop here.  DO NOT continue with the WIRB application.  Please note:  WIRB does not review expedited or exempt studies for BUMC.   BUMC IRB internally reviews repository and registry studies. 
5.  Collaboration with investigators from other institutions.  This study involves researchers or study staff from  non-BUMC institutions who are engaged in the research activities at BUMC, OR this study involves BUMC investigators conducting research at any non-BUMC sites who are also engaged in the research (including the Boston Healthnet Community Health Centers such as Dorchester House, Codman Square, etc.; the Boston VA, etc.):   ***Stop here. This protocol may not be submitted to WIRB. 

   FORMCHECKBOX 
 This study involves BUMC investigators conducting research at a non-BUMC site including non-BMC physician practices, community centers, other institutions or hospitals.  *** Stop here.  Contact Roz Schomer, IRB Coordinator at roz@bu.edu (617-414-1320) before continuing with this application. 
Section B: Protocol Review for Local Context 
BUMC lists WIRB on its Federal Wide Assurance (FWA) as one of the IRB Panels delegated to review human subjects research on its behalf.   Researchers conducting human subjects research at BUMC must comply with BUMC policies and procedures even when WIRB is serving as the IRB of record except for instances where WIRB has specific policies related to submission of research activities to WIRB.

The same institutional requirements for human subjects training (certification and recertification) apply to investigators conducting research on protocols reviewed by WIRB. 

In order to ensure consistency in the implementation of institutional policies, WIRB must take into consideration local institutional policy (often referred to as local context) during its review of BUMC protocols.   To assist WIRB with local context review, please address the following local context issues; 
1. Institutional Requirements for human subjects training certification and recertification
 FORMCHECKBOX 
 All persons who will have contact with subjects or their identifiable data have been listed on this protocol (including those who will obtain informed consent, analyze identifiable data, perform study interventions, recruit subjects, etc.)

 FORMCHECKBOX 
 All investigators listed on this protocol are up to date with the BUMC human subjects training certification and recertification requirements and are listed on the BUMC Investigator Database.  
2. Conflict of Interest:  Each investigator must complete a BUMC PROTOCOL SPECIFIC Conflict of Interest form, and all COI forms must be submitted to the appropriate office. 

 FORMCHECKBOX 
 COI forms have been completed and submitted for all investigators listed on the protocol. No COI has been identified.

 FORMCHECKBOX 
 COI forms have been completed and submitted for all investigators listed on the protocol.  A COI has been identified for one or more investigators.  Note: The protocol cannot be submitted to WIRB until the COI has been addressed by the BUMC COI Committee or signed off by the  Office of Research Compliance.  
3. Pregnancy Testing for Research MRIs.   BUMC requires pregnancy testing for all women of childbearing potential when ANY research procedures involve radiation (x-rays, dexa-scans, CT scans, etc.). It is not sufficient to simply ask a woman if she is pregnant.  BUMC policy also requires pregnancy testing (urine or serum) for all women of childbearing potential within 48 hours prior to EACH MRI done for RESEARCH purposes. This pregnancy testing must be explained in the consent and pediatric assent (when applicable).  (More details may be found in the BUMC Policies and Procedures at www.bumc.bu.edu/irb.)  Please check the appropriate box:

 FORMCHECKBOX 
 No MRIs are included in this research protocol

 FORMCHECKBOX 
 All MRIs are being done as standard of care; no MRIs are being done for research 

 FORMCHECKBOX 
 This protocol includes research MRIs.  The protocol and consent/assent (if applicable) includes information about pregnancy testing. 

 FORMCHECKBOX 
 This protocol includes research MRIs.  We are requesting an exception to the pregnancy testing requirements.  An explanation for why the exception is appropriate has been included with this submission.
 FORMCHECKBOX 
 This protocol includes procedures involving radiation (x-rays, dexa-scans, CT scans) where some or all are being done FOR RESEARCH PURPOSES.  Pregnancy testing will be done prior to each procedure for women of childbearing potential. 

 FORMCHECKBOX 
This protocol includes procedures involving radiation (x-rays, dexa-scans, CT scans) where some or all are being done FOR RESEARCH PURPOSES.   Pregnancy testing will NOT be done prior to each procedure for women of childbearing potential.   Explain why NOT: 
4. Pregnancy testing when pregnant women are excluded due to risk of RESEARCH interventions or study drug. BUMC policy requires urine or serum pregnancy testing to be performed by the investigators within 48 hours of initiating procedures or study drug of all women of childbearing potential including adolescents. Simply asking women if they might be pregnant is not sufficient. 

 FORMCHECKBOX 
 Protocol does not involve risk to pregnant women or fetus. Pregnant women not excluded.

 FORMCHECKBOX 
 Protocol does exclude pregnant women.  Pregnancy testing included in protocol and consent/assent. 

 FORMCHECKBOX 
 Pregnant women are excluded.  Requesting exception to BUMC pregnancy testing policy. 

5. Consent by Substituted Judgment:  BUMC policy allows for research consent to be given by a subject’s legally authorized representative only when certain criteria are met.  Detailed information, including an algorithm for determining when a LAR may be used, is posted on the IRB website. Please check the appropriate box: 

 FORMCHECKBOX 
 Consent will only be obtained from subjects.  No consent by LAR will be obtained. 
 FORMCHECKBOX 
 Consent will only be obtained from subjects, a court-appointed guardian, or a Research Proxy (person designated in a formal RESEARCH PROXY document by the subject before he/she became decisionally impaired) 

 FORMCHECKBOX 
 Consent by LAR who meets the BUMC criteria as “next of kin” will be sought if subject is decisionally impaired. This protocol meets the BUMC criteria for consent by “Next of Kin” LAR per BUMC algorithm. 
 FORMCHECKBOX 
 Consent by LAR will be sought if subject is decisionally impaired.  This protocol does NOT meet the BUMC criteria per BUMC algorithm.  A Request for an exception is described in the protocol on Page ____.  

6. Short Form consent for non-English speaking subjects. 
 FORMCHECKBOX 
 This study will enroll only English speaking subjects.

 FORMCHECKBOX 
 This study will enroll non-English speaking subjects but the plan is to use fully translated consent documents when obtaining consent.

 FORMCHECKBOX 
 This study will enroll non-English speaking subjects.  The BUMC policy for use of the short form consent process will be followed.   *** Stop here.  This protocol may not be submitted to WIRB.  WIRB does not approve the use of short form consents.  If the short form is being requested, then the study must be submitted for review by the BUMC internal IRB panels.  
7. Compensation for Research Related Injury language in the consent form(s). It is necessary to ensure that the “Compensation for Research Related Injury” language in the informed consent document(s) is NOT exculpatory and is consistent with the language in the sponsor’s agreement.   The “BUMC Preferred Language for Industry Sponsored Studies” OR the “BUMC Preferred Language for Industry Sponsored Studies Involving Children” below must be inserted into the Compensation for Research Related Injury Section of the Consent.  
NOTE:  Effective 3/2/12

BUMC will only allow studies to be submitted to WIRB if the sponsor accepts the following 2/28/12 language, as written without changes, for the compensation for injury section of the consent form.  No other statements related to compensation for injury will be accepted for submission by BUMC to WIRB. If the sponsor requires alternate compensation for injury language, then the study must be submitted to the BUMC IRB to be reviewed by one of its internal IRB Panels rather than WIRB.  Questions about alternate compensation for injury language should be directed to Attorney Anne Clark in the BU Office of Sponsored Programs (OSP) at 617-638-5263.]

The informed consent(s) containing the 2/28/12 BUMC Preferred Compensation Language are sent to WIRB for review.  Once WIRB approves the protocol and consents, the approved consents are sent to Anne Clark, J.D., Contracts and Agreements, BUMC Office of Sponsored Programs-MED (OSP-MED).   She will then process the final Sponsor’s agreement assuring that the consent language is consistent with the sponsor’s agreement. 
 FORMCHECKBOX 
 The “BUMC Preferred Language for Industry Sponsored Studies” has been reviewed by the Sponsor and has been inserted in the consent form:  

“COMPENSATION FOR RESEARCH RELATED INJURY” (Revised 2/28/12):

If you think you have been injured by being in this study, contact [insert PI name and contact information] right away.  You can get treatment for the injury at Boston Medical Center.  The reasonable costs of treatment for a research injury that are not covered by your insurance or a government program will be paid by [insert sponsor’s name].    A research injury is any physical injury or illness directly caused by your participation in the study.  If you are injured by a medical treatment or procedure that you would have received even if you were not in the study, that is not a research injury.  Payment for such things as lost wages, expenses other than medical care, or pain and suffering is not routinely available.  To help avoid injury, it is very important to follow all study directions.  You are not giving up any of your legal rights by signing this form.
 FORMCHECKBOX 
 The “BUMC Preferred Language for Industry Sponsored Studies Involving Children” has been approved by the Sponsor and has been inserted in the consent form:  

COMPENSATION FOR RESEARCH RELATED INJURY (Revised 2/28/12):
If you think your child has been injured by being in this study, contact [insert PI name and contact information] right away.  Your child can get treatment for the injury at Boston Medical Center.  The reasonable costs of treatment for a research injury that are not covered by your insurance or a government program will be paid by [insert sponsor’s name].    A research injury is any physical injury or illness directly caused by your child’s participation in the study.  If your child is injured by a medical treatment or procedure that your child would have received even if he/she were not in the study, that is not a research injury.  Payment for such things as lost wages, expenses other than medical care, or pain and suffering is not routinely available.  To help avoid injury, it is very important to follow all study directions.  You and your child are not giving up any of your legal rights by signing this form.
 FORMCHECKBOX 
 The Sponsor does not accept the “BUMC Preferred Language” and has provided alternate “compensation for research related injury” language in the consent form for review by the BUMC IRB Office.  *** Stop here.  This protocol may not be submitted to WIRB. 
 FORMCHECKBOX 
 The Sponsor has requested that the compensation for research related injury language be removed from the consent form.  *** Stop here.  This protocol may not be submitted to WIRB.  
 FORMCHECKBOX 
 *** This item MUST be checked for all submissions: We understand that the WIRB-approved consent form must be sent to Attorney Anne Clark at the BUMC Office of Sponsored Programs (OSP-MED), and the Sponsor’s Agreement must be finalized prior to starting research activities.

8. Enrolling Wards of the State.  Special consideration must be given when enrolling Wards of the State to ensure that Massachusetts laws are applied.  Please check the appropriate box:
 FORMCHECKBOX 
 We will not be enrolling Wards of the State 

 FORMCHECKBOX 
 We may enroll adults who are Wards of the State.  We are aware of MA law; and have described in the protocol a plan for how we will follow MA State law. 
 FORMCHECKBOX 
 We may enroll children who are Wards of the State.  We are aware of MA law; and have described in the protocol a plan for how we will follow MA State law. 
9. Enrollment of BUMC students or employees (faculty, staff, or trainees).  BUMC policy requires that the appropriate Dean or Chief sign off on protocols where students or residents are targeted for recruitment. BUMC policy does not allow for enrollment of students or employees (faculty or staff) who report directly to one of the study investigators. Please check all that apply:
 FORMCHECKBOX 
 Students (undergraduate, graduate or medical/dental/SPH students) are targeted for enrollment.  We have obtained the signature(s) of the appropriate Dean(s) on the attached signature pages. 

 FORMCHECKBOX 
 Recruitment targets medical/surgical/dental residents. We have obtained the signature(s) of the appropriate Chiefs (i.e. Chief Medial Officer).
 FORMCHECKBOX 
 This study will enroll BUMC employees, students or lab personnel but will NOT enroll any subjects who report directly to ANY of the investigators (as students, employees, trainees, or staff). 
 FORMCHECKBOX 
 We are requesting an exception to the BUMC policy. We would like to enroll subjects who report directly to one or more of the investigators. We have attached a detailed explanation as to why we are requesting an exception. 

10. Recruitment bonuses/ incentives.   BUMC policy does not permit investigators to accept recruitment bonuses or incentives.

  FORMCHECKBOX 
 No recruitment bonuses or incentives are offered for this protocol.

  FORMCHECKBOX 
 Recruitment bonuses or incentives are being offered for this protocol. We are requesting an exception to the BUMC policy.  An explanation for the exception request has been included with this application. 

11.  Recruitment standards. BUMC policy allows for initial contact of subjects to be made by “someone known to them” (e.g. their primary care physician, their specialty physician, etc.) BUMC prefers recruitment plans that allow prospective subjects to “opt-in” rather than “opt-out” of studies.  Studies that involve “opt-out” procedures are allowed when a reasonable plan is presented. Snowballing or chain referral (a recruitment technique that uses subjects to identify other potential subjects from their family members or acquaintances) is only allowed when either the subject asks the family member or friend to contact the investigator; or when the subject obtains the permission of their family member, friend or acquaintance before having the investigator contact them.  It is not allowable to have the subject give the investigator the names of their family or friends to contact without first obtaining permission from them.  BUMC does not allow for individual, study-specific SPAM or “blast emails” for recruitment to be sent to BU/BMC email addresses via the BU/BMC corporate communications.   Recruitment may be done via institutional newsletters sent by Corporate Communications if approved by WIRB.  Please check all that apply: 
 FORMCHECKBOX 
 The recruitment plan for this study involves “opt-out” procedures (investigators inform potential subjects about a study, often by mail, and the subjects must contact the investigators to opt-out of participation, or the investigators will contact the subjects for enrollment).  An explanation as to why an opt-out recruitment plan is appropriate has been included with this submission.
 FORMCHECKBOX 
 The recruitment plan involves snowballing that is consistent with BUMC policy.

 FORMCHECKBOX 
 The recruitment plan involves the investigators making the first contact with subjects rather than going through the primary care physician or someone known to the subjects.  An explanation as to why this recruitment plan is appropriate has been included with this submission.
 FORMCHECKBOX 
 The recruitment plan involves direct personal contact by the Principal Investigator or Sub-Investigators of their own patients for recruitment for this protocol.  I have attached a customized BUMC Investigator-Initiated In-Person Recruitment Plan, and a Recruitment Script.   Therapeutic misconception language must be added to the consent.  
                FORMCHECKBOX 
 I have added the following therapeutic misconception language to the consent form: 

      
Your doctor is also an investigator of this research study. As an investigator, your doctor is interested both in your clinical welfare and in the conduct of this study. Before entering this study or at any time during the research, you may want to ask for a second opinion about your care from another doctor who is not an investigator in this study. You do not have to participate in any research study offered by your doctor.

       FORMCHECKBOX 
 The recruitment plan involves accessing medical records or databases containing protected health information to determine patient eligibility.  I have attached a completed WIRB Request for a Partial Waiver of Authorization for Recruitment form. 
12.  Recruitment of subjects in pre-op areas, emergency department, cath lab prior to emergency cath, labor and delivery, and other areas where consent must be obtained “in a hurry”.  The federal regulations require that subjects be given sufficient time to consider whether they wish to give consent.  Special consideration must be given to research that requires obtaining informed consent under urgent or rushed circumstances. 

 FORMCHECKBOX 
 Subjects will be recruited in the ED, pre-op areas, cath lab, labor /delivery. (Please attach a description of the plan to ensure that subjects are allowed sufficient opportunity to consent and how research activities will not interfere with clinical care.)

 FORMCHECKBOX 
 Subjects’ consent will be obtained under time sensitive circumstances. (Please attach a description of the circumstances and the plan to ensure that subjects are allowed sufficient opportunity to consent.)
13.  FORMCHECKBOX 
 This study involves submission of genetic material/information to a shared genetic database, such as the NIH dbGAP.   (Note:   BUMC is currently developing guidance including specific consent language for such studies.)
a.  FORMCHECKBOX 
 Subjects’ identities will be held by the BUMC investigators and only coded data will be released to the database/repository/sponsor.

b.  FORMCHECKBOX 
 Subjects’ identities will be released to an outside source that manages, controls, or coordinates the activities of the shared database or repository.

14. Release of subject identifiers to study sponsor.  BUMC policy requires that when study data (including CRFs) and study samples are sent to the sponsor, that they are coded and that the BUMC investigator retains the identifying information and the master code linking the study data to the subjects’ identifiers.   (Study sponsors, CROs, and auditors are allowed to come to BUMC to monitor/audit research activities and look at identifiable subject information, but subjects’ identifiable data should not be released to sponsors). 

 FORMCHECKBOX 
 All data samples released to the sponsor will be coded. The BUMC PI/study staff will hold the master code and the subjects’ identifiable information.  Subjects’ identifiers and/or the mastercode will NOT be released to study sponsor.
 FORMCHECKBOX 
 Subjects’ identifiable data and/or identifiable samples will be released to the sponsor.  (attach justification for this) 

15. Child assent: BUMC standards for pediatric assent (when the IRB determines that assent is required) are  (a) 6 years and younger – no assent; (b) 7 to 11 years – verbal consent (using IRB approved “script”) only; and (c) 12 to 18 years – written assent is sought.  Written assent usually must be obtained on a form separate from the parental consent (permission) form.
 FORMCHECKBOX 
 Minors (<18 years) will not be enrolled. 

 FORMCHECKBOX 
 Minors (<18 years) will be enrolled, but we are requesting that WIRB waive the requirement to obtain assent from minors. The reason for this request is explained in the protocol.
 FORMCHECKBOX 
 Minors will be enrolled.  Pediatric assent will be obtained, and we will follow the BUMC standards for obtaining pediatric assent.
 FORMCHECKBOX 
 Minors will be enrolled. Pediatric assent will be obtained, but we wish to follow a plan that is different than BUMC standard for obtaining assent. A description of this plan has been attached to this submission. 

16.  “Applicable” Clinical Trial:   Is this research an “applicable clinical trial” that must be registered on ClinicalTrials.gov?  (For more information, see the following articles in the CR Times at www.bu.edu/crtimes:  “Clinical Trials Registration in the October 2009 issue; Things to Know in the June 2010 issue; and Things to Know in the February 2012 issue.)  

 FORMCHECKBOX 
 No, this is not an “applicable” clinical trial. 

 FORMCHECKBOX 
 Yes, this is an “applicable” clinical trial.  The mandatory language has been added to the consent in the QUESTIONS section, effective 3/7/12:

“A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.”
 
SECTION C: WIRB Reporting Requirements

When WIRB is the IRB of record, it is the responsibility of the investigator to report changes in the protocol (amendment, modifications, protocol deviations, adverse events, IND safety reports, progress reports etc.) to WIRB according to WIRB’s reporting requirements.  It is the investigator’s responsibility to become familiar with WIRB’s reporting requirements and to comply with them/
Reporting of Unanticipated Problems Involving Risk to Subjects or Others, non-compliance and suspensions and terminations. It is the responsibility of BUMC, under its FWA (Federal Wide Assurance), to report to the Office of Human Research Protections (OHRP), the FDA (when applicable) and to the sponsor all unanticipated problems involving risk to subjects or others, all terminations or suspension of research, and all serious or continuing non-compliance with the research regulations or institutional policies.  BUMC obtains this information from WIRB and then reports it according to its policies.
** All of the items below must be checked to indicate that the investigators understand that there may be additional/different reporting requirements for studies submitted to WIRB. **
 FORMCHECKBOX 
 I understand that we must immediately report to WIRB all unanticipated problems involving risk to subjects or others.  We also understand that WIRB will notify the BUMC IRB Office; and that BUMC will notify OHRP, the FDA, and the sponsor per the regulatory requirements.

 FORMCHECKBOX 
 I understand that WIRB will notify BUMC of all incidents of serious or continuing non-compliance with the regulations, with BUMC policies or with WIRB requirements; and that BUMC will report these to OHRP, FDA and the sponsor per the regulatory requirements.

 FORMCHECKBOX 
 I understand that WIRB will notify BUMC of any terminations or suspensions of research; and that BUMC will report these to OHRP, FDA and the sponsor per the regulatory requirements.
 FORMCHECKBOX 
 I have read the WIRB policies and are aware of WIRB’s requirements for IRB review and for reporting adverse events and submitting IND safety reports, etc. 

 FORMCHECKBOX 
 I understand that even with WIRB approval, we cannot begin research activities involving human subjects until all institutional approvals (i.e., ORA, GCRC, IBC, Maternal-Child Dept.) have been obtained.
 FORMCHECKBOX 
 I understand that for any study staff added to this protocol in the future, that it is my responsibility to ensure that all human subjects protection training certification and BUMC recertification requirements have been met. I also understand that a project specific disclosure (PSD) Conflict of Interest (COI) Form must be completed for each person and submitted to the BU Office of Sponsored Programs (OSP) as indicated on the PSD form.. 
Section D: PI Signature

I have read the above and affirm that it is complete and accurate to the best of my knowledge. 

PI Signature    ___________________


Date_________________

Section E:  BUMC CLINICAL RESEARCH PRIOR AUTHORIZATIONS

INSTRUCTIONS
· You must obtain certain institutional approvals BEFORE your protocol can be sent to WIRB.  Please carefully review each of the criteria below and check off the appropriate items for signatures that are required.  FAILURE TO IDENTIFY ALL NECESSARY SIGNATURES WILL RESULT IN A DELAY IN PROCESSING THIS APPLICATION.
· Instructions for how to obtain necessary signatures:
· Check off all the Departments below that pertain to this protocol.
· To obtain approvals via email:  Click on the link to the department contact person listed.  Attach a copy of the protocol for the signator to review.  Ask the signator to send a return email indicating approval.  The approval e-mail must contain the date and time sent; and the signator’s complete name and contact information.

· Attach copies of the approval emails to this document.  Then, scan the pages into one pdf file to create an electronic document to submit to IRB Coordinator Roz Schomer at roz@bu.edu (Phone:  617-414-1320) with your WIRB submission.  

REQUIRED FOR ALL STUDIES

 FORMCHECKBOX 
   Department Chair or Section Chief of the PI’s department. (Mandatory for all applications).  Send an e-mail to the appropriate person.  NOTE:  If the PI is also the Department Chair or Section Chief, then  he/she CANNOT SIGN OFF ON HIS /HER OWN STUDY.  Approval must be obtained from the person designated to sign off on the PI’s protocols (for example, this may be the Dean). 

REQUIRED FOR MOST STUDIES

 FORMCHECKBOX 
  Institutional Biosafety Committee   (Required for all studies that  involve blood drawing, urine samples, laboratory use of human blood, human tissues or cells, human body fluids, biohazards, and infectious agents including, but not limited to HIV-1 and HTLV, use rDNA, cDNA - for a complete list of agents requiring IBC approval, please refer to the IBC website {http://www.bumc.bu.edu/Dept/Home.aspx?DepartmentID=357})  Email to:  XIARHOS, BETH, at IBC@BU.EDU.

REQUIRED FOR ALL DRUG STUDIES

 FORMCHECKBOX 
   Investigational Drug Pharmacist   (Required for all drug studies including studies using drugs or biologics where the agent is received, stored and/or administered at BUMC.)   Email to: PAPADOPOULOS, STELLA at stella.papadopoulos@bmc.org.
.  

REQUIRED DEPENDING ON THE SPECIFICS OF THE STUDY

 FORMCHECKBOX 
  Biomedical Engineering   (Study uses devices that are not FDA approved for the indication in this study.)  Email to: PIEPENBRINK, JAMES at jim.piepenbrink@bmc.org.  

 FORMCHECKBOX 
  Cancer/oncology research from ANY department (not just Oncology).   (This includes trials that are recruiting patients with cancer for treatment of disease or symptoms; studies pertaining to cancer prevention or detection; and studies of cancer survivors, i.e. people who have had a previous diagnosis of cancer.)   Email to:  FALLER, DOUGLAS at DFALLER@BU.EDU.

 FORMCHECKBOX 
  Chief Medical Officer   (Signs off on studies where medical residents are specifically recruited)   Email to: DAVIDOFF, RAVIN at RADAVIDO@BU.EDU.  

 FORMCHECKBOX 
  Dean Medical School   (Signs off on studies where medical students are specifically recruited)   Email to: ANTMAN, KAREN at KHA4@BU.EDU.  

 FORMCHECKBOX 
  Dean of Dental School   (Protocols that specifically recruit dental students require sign-off by the Dean of the School of Dentistry)   Email to: HUTTER, JEFFREY at JHUTTER@BU.EDU.

 FORMCHECKBOX 
  Dean of the School of Public Health   (Protocols that specifically recruit students from the School of Public Health require sign-off from the Dean of the School of Public Health)  Email to:  MEENAN, ROBERT at RMEENAN@BU.EDU.  

 FORMCHECKBOX 
  Division of Ambulatory Pediatrics   (Study will be conducted in this clinical area.)   Email to: BETANCES, JOSEALBERTO at JOSEALBERTO.BETANCES@BMC.ORG


 FORMCHECKBOX 
  Division of Psychiatry   (Check this box if your study:   1) involves subjects who are being recruited from the psychiatry or behavioral health services at Boston Medical Center or mental health clinical programs affiliated with Boston Medical Center; 2) will be utilizing data of patients who are or have been treated at Boston Medical Center or its affiliates; or 3) will require the assistance of staff or faculty of the Division of Psychiatry at Boston Medical Center or its affiliates.)   Email to: CIRAULO, DOMENIC at DCIRAULO@BU.EDU.  

 FORMCHECKBOX 
  GCRU   (If you plan to use the General Clinical Research Unit (GCRU)  Email to:  ROTH, MARY-TARA at MTROTH@BU.EDU.

 FORMCHECKBOX 
  Maternal Child Department   (Research involving subjects from any of the Maternal Child areas or patients of the Maternal Child Department of Boston Medical Center)   Email to: MATRASCIA, LU at LRM@BU.EDU.

 FORMCHECKBOX 
  Nursing Department   (If this study requires inpatient or outpatient nursing care, other than by nurses who work for the investigator or the GCRC, to help conduct the research (e.g., assessing physical/mental status of subjects, administering medications, checking vital signs, performing nursing procedures, completing data forms for implementation of the study) then the study must be routed for nursing department sign off. Failure to do so will result in the lack of resources and/or delay the study.)   Email to:  GRIFFIN, MARTHA at MARTHA.GRIFFIN@BMC.ORG.

 FORMCHECKBOX 
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