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DFCI Protocol Number (assigned by OHRS): ______________
	DFCI IRB – NEW PROJECT APPLICATION – RESEARCH USE OF HUMAN MATERIAL/TISSUE

Use this form to request DFCI IRB approval of research involving the collection and use of human material/tissue and/or proposals that intend to re-use previously collected samples.

	Please note:

· The Protocol Front Sheet must accompany this form.  

· All new research applications must be reviewed, approved and signed by the appropriate disease or

discipline based program leader prior to submission to the OHRS.

· Please refer to the New Application Checklist (last page) to ensure that the submission is complete.

Deficient applications will be returned.  

· All applications must be typewritten.  

· Please contact the OHRS, (617) 632-3029 or ohrs@dfci.harvard.edu, with any questions.




If this is a resubmission of a previously disapproved or withdrawn study, please provide the prior protocol number:      
1.
Study Summary:  Summarize the proposed research using language understandable to those committee members whose expertise is not scientific.  The summary must include: (1) a brief statement of the purpose, study objective(s) and goal(s), background, significance, research design, and methods, and (2) a brief description of the procedure(s) involving human participants, and (3) the setting in which research will be conducted.      


2.
Human Material to be Obtained:  


 FORMCHECKBOX 
 Fetal tissue







 FORMCHECKBOX 
 Human embryonic stem cell

 FORMCHECKBOX 
 Blood, serum, tissue


 FORMCHECKBOX 
 Tumor specimen


 FORMCHECKBOX 
 Bone marrow


 FORMCHECKBOX 
 Other, please describe      
2a.  Describe the inclusion/exclusion criteria.      
2b.  Is human material obtained from both genders? 

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No, please provide a scientific rationale:      
2c. Is human material obtained from all races and ethnicities? 

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No, please provide a scientific rationale:      
2d. Is human material obtained from children?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No, please provide the reason: 

 FORMCHECKBOX 

the number of children with this type of cancer is limited 

 FORMCHECKBOX 

other:      
2e.  If “Blood” is checked off above, please answer the following questions:

(i)
Please indicate the volume and frequency of the collection:       
(ii)
If the volume and frequency exceed the recommended blood amounts, please provde a justification and describe the safeguards that will be in place to protect research participants (Please refer to the CTEO Tip Sheet on Maximum Blood Draw for Research Purposes for the guidelines on blood sampling): 
3.
Material: Please describe how you plan to use the material.      
4.
Source of Human Material:  

4a.  Where will you obtain the human material? 

 FORMCHECKBOX 
 Collaborators within DF/HCC, specify:      
 FORMCHECKBOX 
 Collaborators outside of DF/HCC, specify:      
 FORMCHECKBOX 
 Commercial sources, identify:      
 FORMCHECKBOX 
 Other, specify:      
4b. Do you plan to contact the donors of the human material?  



Y  FORMCHECKBOX 
  N  FORMCHECKBOX 

4c. Was or will the material be obtained from participants as part of their clinical care?
Y  FORMCHECKBOX 
  N  FORMCHECKBOX 

4d. Will the research be limited to the use of existing human material?


Y  FORMCHECKBOX 
  N  FORMCHECKBOX 

4e. Will the human material be anonymous?





Y  FORMCHECKBOX 
  N  FORMCHECKBOX 

Please note that 'anonymous' means truly without any ability to link the information back to the person from whom the information was originally obtained. Removing a subject's name from their study-related information does not offer reasonable protection if other means of identifying the subject, such as hospital numbers or social security numbers remain with the data.

4f. Will the human material be sent to individuals or institutions outside of DF/HCC?
Y  FORMCHECKBOX 
  N  FORMCHECKBOX 


      If yes, what information about the material/tissue will be sent with the samples?      
5. Do you plan to establish a Tissue Specimen Repository?

 FORMCHECKBOX 
 No (please go to question 6.)

 FORMCHECKBOX 
 Yes
     If “yes”, please answer the following:

a) Name of Tissue Repository:     
b) Location of Tissue Repository (physical address):      
c) Name and contact information for the repository administrator:      
d) Please identify by page, section number or appendix where the following information is located in the protocol document or other document: 

(i) The operating procedures (SOP’s) of the repository including specimen/data collection, sharing and storage procedures:     
(ii) The Usage Agreement for recipient investigators:     
(iii) An explanation of the planned research using the specimens and the return of research results:      
(iv) An explanation of how subject autonomy, privacy and confidentiality will be protected:      
(v) If applicable, the Sample Collection Protocol and Submittal Agreement (if data or specimens will be contributed to the repository by investigators outside of DF/HCC)       N/A     
6.
Use of Clinical Research Lab (CRL): 



6a. Will DFCI Clinical Research Lab (CRL) support be necessary?


 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes (If yes, please submit a copy of the lab manual.)


6b. Does this study include the handling of biological specimens?


 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes (If yes, staff needs to receive training.  DFCI staff should contact Karen Byers 617-632-3005 at the DFCI Biosafety Office.  MGH, BWH, BIDMC, and CH staff should contact their respective institutional biosafety offices.)

6c. If “yes”, please answer the following: 



1) Specify the type of specimen (e.g. blood, serum, tissue):      


2) Where will the specimens be handled?      


3) By whom?      


4) Anticipated number of individuals whose specimens will be obtained?      
7.
Source of Additional Data/Health Information:  Check all that apply.
 FORMCHECKBOX 
 Hospital Medical Record


 FORMCHECKBOX 
 Electronic Medical Record
 FORMCHECKBOX 
 Office Records
 FORMCHECKBOX 
 Other, please specify:      
 FORMCHECKBOX 
 N/A, Skip to #8
7a. Dates of Records:  Please indicate the range of dates of the records that will be reviewed.  

     From:      
To:          

7b. Data to be Collected: 

I.  Check all that apply:

 FORMCHECKBOX 
 Personal data (name, address, PCP)

 FORMCHECKBOX 
 Billing Data

 FORMCHECKBOX 
 Demographic data (age, gender, vital status)
 FORMCHECKBOX 
 Laboratory Data

 FORMCHECKBOX 
 Coded encounter data (diagnoses, dates)
 FORMCHECKBOX 
 Images

 FORMCHECKBOX 
 Reports, clinic/office notes


 FORMCHECKBOX 
 Other, specify:      
II.  Explain why the research could not be done without access to this data.      
7c. Data to be Used For:


 FORMCHECKBOX 
 Publication


 FORMCHECKBOX 
 Oral Presentation


 FORMCHECKBOX 
 Other, please explain:       
8.
Privacy/Confidentiality:  

What data points are you collecting?  (For example: date of diagnosis, date of surgery)      
Will the data be linked to the source?  Y  FORMCHECKBOX 
 N  FORMCHECKBOX 

Data that are coded, where the key to the code is accessible to researchers, are considered protected health information (PHI) and subject to HIPAA regulations. Will any of the following identifiers be recorded with or linked by code to the data?  Y  FORMCHECKBOX 
 (Complete 8a-8f) N  FORMCHECKBOX 
 (Skip to 9)

8a. If yes, check all that apply:

 FORMCHECKBOX 
Names

 FORMCHECKBOX 
Date of Birth, Admission, Discharge or Death

 FORMCHECKBOX 
Vehicle identifiers and serial numbers (license plate number)

 FORMCHECKBOX 
Device identifiers and serial numbers

 FORMCHECKBOX 
Web Universal Resource Locators (URLs)

 FORMCHECKBOX 
Biometric identifiers, including finger and voiceprints

 FORMCHECKBOX 
Full face photographic images and any comparable images

 FORMCHECKBOX 
Postal address information, other than town, city, State, zip code

 FORMCHECKBOX 
Telephone numbers

 FORMCHECKBOX 
Fax numbers

 FORMCHECKBOX 
Electronic mail addresses

 FORMCHECKBOX 
Social security numbers

 FORMCHECKBOX 
Medical record numbers

 FORMCHECKBOX 
Health plan beneficiary numbers

 FORMCHECKBOX 
Account numbers

 FORMCHECKBOX 
Certificate/license number

 FORMCHECKBOX 
Internet Protocol (IP) address numbers
8b. Describe how the data/health information will be stored and protected.  

(i)  For paper-based information, include the following information: where the identifiable information will be stored, who has access to the storage area, and how access will be monitored.      
(ii) For electronic information, include the following information: how electronic security will be maintained, what password protections and virus software are enabled, and how the system will be audited.       
8c. Who will have access to the data/health information?  How will individuals listed on this protocol use it?      
8d. Will the data/health information be de-identified or destroyed when no longer needed for research purposes?  
Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
  

If no, explain why it must be retained, including in part whether it is needed for a health purpose, legal or institutional requirement, or other reason.      
8e. What will the process be for releasing identifiable and non-identifiable information to researchers not listed on this protocol and/or non-DF/HCC researchers?  How will the data be labeled/coded?  When identifiable information is requested, how will IRB approval be confirmed and who will be responsible for doing so?       
8f. Please describe the plan to protect the privacy interests of participants.       
9.
Risks:  What risks are involved for individuals whose material/tissue/information will be used in this study?  Specifically address the risk to privacy/confidentiality of information and how such risks will be minimized.       
10.
Benefits:  Please discuss the potential medical, scientific and research benefits of this project.      
11.

Obtaining consent: Please describe the process that will be used to obtain consent for this study.  Include an explanation of (1) who will be obtaining consent; (2) where these discussions will take place;(3) the plan for ensuring that prospective participants are provided sufficient opportunity to review the consent form and consider participating before signing the informed consent document; (4) the plan to minimize the possibility of coercion or undue influence; and (5) the information to be communicated to prospective participants.  If the research may include participants less than 18 years of age, please describe whether or not all, some, or none of these individuals are capable of giving assent and describe the assent process as described above, including how permission will be obtained from the parent(s) and/or legally authorized representative.  Similarly, if the research may include adult participants who lack decision-making capacity please explain the plan for obtaining consent from the legally authorized representative, as well as whether you will be obtaining assent from the adult participant.      
12.
Informed Consent:  Will informed consent be obtained for tissue collection and storage?  
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

12a. If yes, describe the process for obtaining informed consent.  Please include: How,

when and by whom potential participants are identified and approached and how, when and by whom the informed consent is obtained.       
Note: Investigators that intend to recruit/enroll non-English speaking subjects must submit a translated version of the consent form that is understandable to the subject population.  Investigators who encounter non-English speaking subjects during the course of the study should refer to the OHRS website for guidance: http://www.dfhcc.harvard.edu/ohrs
12b. If no, you must request a Waiver of Informed Consent.  Please address the following issues (N/A is not an acceptable answer):

(1) Will the research in its entirety involve no more than minimal risk to the participants.      
(2) Explain why the waiver or alteration will not adversely affect the rights and welfare of the participants.       
(3) Explain why the research could not practicably be carried out without the waiver or alteration.      
(4) Explain how, whenever appropriate, the participants will be provided with additional pertinent information after participation.      
13.
HIPAA Authorization: If you are requesting a Waiver of Authorization, please go to the OHRS website, download the appropriate form and submit with this application: http://www.dfhcc.harvard.edu/ohrs
14.
Participant Payment, Compensation and/or Reimbursement:  If participants will be provided payment, compensation or reimbursement for participating in this research, please describe the type, frequency and amount.       
SPONSOR INFORMATION  

Applicant Institution: 
 FORMCHECKBOX 
 BWH   FORMCHECKBOX 
 DFCI   FORMCHECKBOX 
 MGH   FORMCHECKBOX 
 CHB   FORMCHECKBOX 
 BIDMC   FORMCHECKBOX 
 Other (specify):      
Who initiated this study? (Who designed and will be responsible for the oversight of the trial, regardless of funding/drug support?)      
Name of Funding Source:      
Sponsor/Funding Information Type: 

 FORMCHECKBOX 
Govt./Federal (such as NCI/NIH) 


a.  Grant No.      


     
b.  Title of Proposal if different than IRB proposal:      

c.  Attach a copy of the entire grant.  If this is not being submitted at this time, explain why.      
d.  If this is supported by the Department of Defense (DoD), will the protocol require review by 


     the USAMRMC’s Human Subject Research Review Board (HSRRB) or Human Research 


     Protections Office (HRPO)?   FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
Foundation (such as the American Cancer Society)

 FORMCHECKBOX 
Industry (such as Johnson & Johnson)



Sponsor/Agency Contact Name, Telephone and Address:      
     
Sponsor Protocol No:      

 FORMCHECKBOX 
 Subcontract (from DFCI)
Site:      
 FORMCHECKBOX 
In-house

 FORMCHECKBOX 
Subcontract (to DFCI or DFHCC PI)



     
Sponsor/Agency Contact Name, Telephone and Address:      
    
 FORMCHECKBOX 
No Outside Funding

 FORMCHECKBOX 
Cooperative Group (such as CALGB, ECOG, COG, SWOG):      

Note: This does not include consortiums.

 FORMCHECKBOX 
Consortium:      
 FORMCHECKBOX 
Other:      
Has the project been funded at the time of this submission? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Pending
SITE UTILIZATION  

15.
MULTI-CENTER STUDIES

15a. Is this a multi-center study?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
16.
DFCI or DF/HCC INITIATED STUDY
 FORMCHECKBOX 
 Does not apply – not DFCI or DF/HCC Initiated [Skip to #17.]
Please complete this question if the DFCI or DF/HCC Investigator designed and will be responsible for the oversight of this trial, regardless of funding/drug support.

16a. Describe the resources available to ensure adequate monitoring of the trial.

     
16b.  List all institutions that are expected to participate in the proposed study for which the DFCI IRB WILL NOT be the IRB of record:

	
	Institution
	City, State
	IRB of Record (if known)

	1)
	     
	     
	     

	2)
	     
	     
	     

	3)
	     
	     
	     

	4)
	     
	     
	     

	5)
	     
	     
	     


Please Note:  

· The participating sites must have a Federal Wide Assurance (FWA) on file with the Office for Human Research Protections (OHRP).

· Once the IRB approvals become available, the sites noted above may be added by submitting the Request to Add New Site form via OHRS submit.

16c. If this is proposed as a DF/HCC lead multi-center trial, please explain why there are not enough participants within the DF/HCC to justify conducting this as a multi-center trial.
     
16d. Please describe the following: 


1)
The plan for managing all unanticipated problems involving risks to participants or others:       
2)
The plan for managing protocol modifications:       
3)
The plan for data monitoring:       
4)
The plan for managing interim results:      
17.
DANA-FARBER/HARVARD CANCER CENTER INSTITUTIONS (DF/HCC)

Check all participating DF/HCC sites (including DFCI Satellite Sites, if applicable):

 FORMCHECKBOX 

Beth Israel/Deaconess Medical Center

 FORMCHECKBOX 

Brigham and Women’s Hospital

 FORMCHECKBOX 

Children’s Hospital of Boston

 FORMCHECKBOX 

Dana-Farber Cancer Institute

 FORMCHECKBOX 

Dana-Farber Cancer Institute at Faulkner

 FORMCHECKBOX 

Dana-Farber Cancer Institute at Londonderry

 FORMCHECKBOX 

Dana-Farber Cancer Institute at Milford

 FORMCHECKBOX 

Dana-Farber Cancer Institute at South Shore

 FORMCHECKBOX 

Massachusetts General Hospital

 FORMCHECKBOX 

Massachusetts General Hospital/North Shore Cancer Center

 FORMCHECKBOX 

Massachusetts General Hospital Radiation Oncology at Emerson Hospital

18.
DANA-FARBER/PARTNERS CANCER CARE NETWORK AFFILIATES

If any affiliates are checked below please also contact the DF/PCC Network Office at: dfpccaffiliates@partners.org
18a. Check all participating sites under DFCI IRB:

 FORMCHECKBOX 

Cape Cod Healthcare (Hyannis, MA)




 FORMCHECKBOX 

Lowell General Hospital, (Lowell, MA)

 FORMCHECKBOX 

New Hampshire Oncology Hematology (Hooksett, NH)

18b. Check all participating sites under local IRB:

 FORMCHECKBOX 

Hartford Hospital (Hartford, CT)

 FORMCHECKBOX 

Middlesex Hospital (Middletown, CT)

 FORMCHECKBOX 

St. Anne’s Hospital (Fall River, MA)

18c. If this study will not be performed at any of the DF/PCC sites, please explain why 
     not:      
19.
ACTIVITY AT OTHER SITES

Please identify all sites where protocol-related care/activity might take place and what protocol-related care/activity will be conducted (for example, participant may receive the radiation therapy portion of the study at UMass Memorial Medical Center).  Please identify sections of the protocol that will be conducted at each of these sites.

     
20.
QUALITY ASSURANCE OFFICE FOR CLINICAL TRIALS (QACT) [Check all that apply.]
 FORMCHECKBOX 
  The QACT will register all DF/HCC study participants

 FORMCHECKBOX 
  The QACT will develop CRFs and computerize data for this study

 FORMCHECKBOX 
  The QACT will randomize this study
21. Please fill in the table below to indicate placement of protocol in current priority list categories:

List every time the protocol should be added to the priority list. Some protocols may be listed only once, others multiple times.  Remember that protocols should be prioritized in relation to each other by accrual needs. 
Add refers to adding a protocol listing to an already existing location in the priority list. 
New refers to adding a new disease group, category, subcategory or modality.

	
	Adult / Pediatric
	Main Disease Group
	Category
	Subcategory 
(if applicable)
	Modality
(if applicable)
	Placed Before Protocol #
	Add
	New

	e.g.
	Adult
	Non-Intervention
	Data Repository
	N/A
	N/A
	xx-xxx
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1)
	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2)
	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3)
	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4)
	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5)
	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 



*please note that ‘new’ is ONLY used for adding a new category, subcategory or modality

DISEASE/DISCIPLINE BASED PROGRAM REVIEW

	As Disease Based Program Leader for  FORMDROPDOWN 
,  or as Discipline Based Program Leader for  FORMDROPDOWN 
, my signature below provides written assurance that I have reviewed the proposed study with the appropriate disease program members and find that it meets the goals and priorities of this disease program and does not compete with currently active trials.  

______________________________________________________________________________

Signature of Program Leader/Date


Print name of Program Leader




	As Principal Investigator, my signature below provides written assurance that identifiable information will not be reused or disclosed except as required by law; for authorized oversight of research; or for other research only if that research has been reviewed and approved by the DFCI IRB with specific attention to and approval of the issue of access to this identifiable information.
_________________________________________          ______________________________________________                         

Signature of Principal Investigator/Date                 Print name of Principal Investigator  




	FOR IRB/OHRS USE ONLY



	 FORMCHECKBOX 
 EXPEDITED per 45 CFR 46.110____/21 CFR 56.110 ___

 FORMCHECKBOX 
 EXEMPT per 45 CFR 45.101 ________

 FORMCHECKBOX 
 Consent Waived per 45 CFR 46.116 (d)

 FORMCHECKBOX 
 Documentation of Consent Waived per 45 CFR 46.117 

 FORMCHECKBOX 
 Children in Research: 45 CFR 46____/21 CFR 50 ___

Signature of IRB Member: ______________________________________________  Date: ____________________




New Application Checklist

Please submit electronic copies to the Office for Human Research Studies (OHRS) via OHRS Submit:

INCOMPLETE SUBMISSIONS WILL NOT BE PROCESSED.

	Check the items included in this new research application submission:

	 FORMCHECKBOX 

	Completed Front Sheet. 

	 FORMCHECKBOX 

	Endorsement Form signed by Program Leader only for research that involves prospective collection of tissues. Scan signed version for submission via OHRS Submit.

	 FORMCHECKBOX 

	Completed and signed New Research Application Form – Use of Human Material Tissue.  Scan signed version for submission via OHRS Submit.

	 FORMCHECKBOX 

	Signed Statement of Investigator Form(s) (Principal Investigator and Site Responsible Investigator). Scan signed versions as one document for submission via OHRS Submit.

	 FORMCHECKBOX 

	Signed Co-Investigator Forms for all Co-Investigators. Scan signed versions as one document for submission via OHRS Submit.

	 FORMCHECKBOX 

	Priority List [for the Oncology Protocol System (OncPro)] specifying where new clinical study will be placed.  [Print from OncPro and hand write your study’s short title in appropriate place; submit only relevant page(s).]  ( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	Protocol document or study plan; please note that the grant application is NOT a protocol document or study plan.  Please also include an electronic copy on CD-Rom.

	 FORMCHECKBOX 

	Model consent document from Cooperative Group.  ( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	Informed Consent Document ( FORMCHECKBOX 
 N/A, waiver or other means of sharing information planned.)

	 FORMCHECKBOX 

	Study recruitment materials including but not limited to all letters, advertisements or web postings  
( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	Data collection forms or tools to be used in the study.  ( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	NIH Grant Application (excluding appendices) that has been or will be submitted to the NIH.  ( FORMCHECKBOX 
 N/A)
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