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Office for Human Research Studies

DANA-FARBER / HARVARD CANCER CENTER

	DFCI Protocol No.: __________ 


NEW PROJECT APPLICATION – CLINICAL TRIALS
	Instructions:  This form should be used for new project proposals that involve the use of a test article (drug, device, biologic).
· All new research applications must be reviewed and approved by the appropriate disease/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If this is a resubmission of a previously disapproved or withdrawn study, please provide the prior protocol number:      
Part A – Study Information

1. STUDY SUMMARY

a)
Summarize the proposed research using language understandable to those committee members whose primary 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; (2) a brief description of the procedure(s) involving human study participants; and (3) the setting in which the research will be conducted.

     
b)
The protocol must contain clear primary and secondary objectives that can be measured with objective endpoints.  The endpoints must be defined.  Please state where in the protocol document this information is located: 

c)
The sample size must be clearly stated and quantitatively justified in the statistical considerations section of the protocol. It must relate directly to at least the primary objective of the study.  Please state where in the protocol document this information is located:

2. SELECTION OF STUDY PARTICIPANTS [45 CFR 46.111(3) & 21 CFR 56.111(3)]
a)
Anticipated number of study participants to be enrolled:
DF/HCC only:       
The “study wide” figure should be the number of participants you will need to enroll
Study Wide:       
in order to get the adequate data sets necessary for the trial.

b)
Describe the inclusion/exclusion criteria.

     
c)
Describe how study participants will be identified, recruited and screened for eligibility.

     
d)
Are both genders included in the research? 

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No, please provide a scientific rationale:      
e) Are all races and ethnicities equally eligible for the study? 

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No, please provide a scientific rationale:      
f) Does this research study involve children?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No, please provide the reason: 

 FORMCHECKBOX 

the number of children with this type of cancer is limited 

 FORMCHECKBOX 

no dosing or adverse event data are currently available on the use of this Study Agent in this way in patients less than 18 years of age, therefore, children are excluded from this study but will be eligible for future pediatric trials with this Study Agent.

 FORMCHECKBOX 

other:      
3. POTENTIAL RISKS [45 CFR 46.111(2) & 21 CFR 56.111(2)]
Include only risks related to the investigational part of the study.

     
4. PROCEDURES FOR MINIMIZING RISKS [45 CFR 46.111(1) & 21 CFR 56.111(1)]
Describe how research-related risks will be minimized by using (1) procedures which are consistent with sound research design and which do not unnecessarily expose study participants to risk, and 2) whenever appropriate, procedures already being performed on the study participants.  Such procedures might include careful data security measures, close monitoring procedures, etc.

     
5. DATA AND SAFETY MONITORING
All protocols must have a data and safety monitoring section. A data and safety monitoring plan may incorporate many different methods of monitoring but at a minimum should include a plan for reporting adverse events to the appropriate agencies and oversight groups. The DF/HCC Data and Safety Monitoring Plan describes how protocols are monitored  (http://www.dfhcc.harvard.edu/clinical-research-support/quality-assurance-office-for-clinical-trials-qact/forms-policies-and-manuals/). These DF/HCC committees may also review outside sponsored protocols that do not have an outside committee reviewing them. If you have questions about the DF/HCC DSMC or DSMB, please contact Alyssa DellaCroce, QACT Assistant Director, at (617) 632-3731.

Does the sponsor have an external Data and Safety Monitoring Committee in place to monitor the study?

 FORMCHECKBOX 
  Yes [Please skip to question 6]
 FORMCHECKBOX 
  No and this is a Pilot, Phase I, I/II or II study. [Please answer question 5(a)]
 FORMCHECKBOX 
  No and this is a Phase II study. [Please answer question 5(b)]

 FORMCHECKBOX 
  No and this is a Phase III study. [Please answer question 5(b)]

 FORMCHECKBOX 
  No and this is a Phase IV study. [Please skip to question 6]

a) Pilot, Phase I, I/II studies that meet the criteria below. The DF/HCC DSMC reviews Pilot, Phase I and Phase I/II studies that meet any of the following criteria. [Check all that apply.] : 

 FORMCHECKBOX 

Study involves administering investigational article for the first time in humans

 FORMCHECKBOX 
  Study involves administering investigational article for the first time in children

 FORMCHECKBOX 
  Gene transfer study

 FORMCHECKBOX 
  DF/HCC investigator-initiated study

b) Phase II studies. Is this study a randomized Phase II trial? 
 FORMCHECKBOX 

Yes, the DF/HCC DSMB may review randomized Phase II studies if they meet any of the following criteria:

 FORMCHECKBOX 
  DF/HCC investigator-initiated study

 FORMCHECKBOX 
  Industry sponsored study where the sponsor does not have a DSMB in place to monitor the study and the DF/HCC investigator is the overall study chair or PI. 

 FORMCHECKBOX 
  Non-DF/HCC investigator-initiated study where the sponsor does not have a DSMB in place

 FORMCHECKBOX 
  No, the DF/HCC DSMC will review non-randomized Phase II studies that meet any of the following criteria (please check all that apply):

 FORMCHECKBOX 
  Study involves administering an investigational article for the first time in humans
 FORMCHECKBOX 
  Study involves administering an investigational article for the first time in children
 FORMCHECKBOX 
  Gene Transfer study
 FORMCHECKBOX 
  DF/HCC investigator-initiated study
c) Phase III studies. The DF/HCC DSMB reviews Phase III studies if they meet any of the following criteria: [Check all that apply.]
 FORMCHECKBOX 
  DF/HCC investigator-initiated study

 FORMCHECKBOX 
  Industry sponsored study where the sponsor does not have a DSMB in place to monitor the study and the DF/HCC investigator is the overall study chair or PI. 

 FORMCHECKBOX 
  Non-DF/HCC investigator-initiated study where the sponsor does not have a DSMB in place

6. BENEFITS [45 CFR 46.111 (2) & 21 CFR 56.111(2)]

Describe potential benefits to study participants and/or society as a whole.  Include only those

 
benefits that may result from the research (as distinguished from benefits of therapies study participants would receive even if not participating in the research).  Compensation is not considered a benefit.


     
7. ALTERNATIVES

Describe the alternatives to participation in this study.  If this is an intervention study, specify treatment alternatives and describe the standard/common treatments for the population.  If the only alternative is not to participate (as in survey research), please so state.
     
8. SPECIAL POPULATIONS [Please check all that apply.]
 FORMCHECKBOX 
  Minors under the age of 18.  Research involving minors requires a discussion of the potential for benefit and a discussion as to how permission from parents and/or assent will be sought.

 FORMCHECKBOX 
  Pregnant Women, Fetuses and Neonates.  Research focused on pregnant women, fetuses or neonates requires additional protections.  [Please contact the OHRS for guidance.]  

 FORMCHECKBOX 
  Fetus/Fetal Tissue.  Research focused on fetus/fetal tissue requires additional protections.  [Please contact the OHRS for guidance.]
 FORMCHECKBOX 
  Prisoners.  Research on prisoners is highly restricted and requires special review by a special IRB 
panel.  Also, anyone becoming a prisoner/being arrested/going to jail during their participation in 
research meets the federal definition of a prisoner and is subject to these additional regulations and 
requirements.  [Please contact the OHRS for guidance.]
 FORMCHECKBOX 
  Economically/Educationally-Disadvantaged.  Research focused on economically/educationally-disadvantaged persons requires additional protections.  [Please contact the OHRS for guidance.]
 FORMCHECKBOX 
  Cognitively Impaired.  Cognitive impairment is not limited to those who have diminished decision-making capacity, but may also include those whose capacities may diminish over time due to their advancing disease, for example, some participants with certain brain tumors.  [Contact the OHRS for guidance on this issue or see the OHRS website: http://www.dfhcc.harvard.edu/ohrs] 
 FORMCHECKBOX 
  Non-English Speaking Study Participants.  Investigators that intend to recruit/enroll non-English speaking study participants must submit a translated version of the consent form that is understandable to the participant population.  [Contact the OHRS and refer to the OHRS website for guidance:   http://www.dfhcc.harvard.edu/ohrs]
9. DEGREE OF RISK TO CHILDREN [If study involves adults only, skip to 10.]
Select the one category below which best represents the degree of risk and benefit to which children in this study will be exposed.  [Note: See definitions below.  More than one category may be indicated such as when a protocol involves both a study group and a control group.]
 FORMCHECKBOX 

a)
No more than minimal risk.  Minimal risk is defined as the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
 FORMCHECKBOX 

b)
Greater than minimal risk but with the prospect for direct benefit to those children participating in the study.  The answers to the following questions must be affirmative and justified below as well as in the protocol.
1)
Is the risk justified by the benefit?  Explain:       
2)
Is the benefit to risk ratio at least as favorable as that presented by alternative approaches?  Explain:       
 FORMCHECKBOX 

c)
Greater than minimal risk with no prospect of direct benefit to individuals, but likely to yield generalizable knowledge about the subjects’ condition.  In order to conduct research within this category, the answers to the following must be affirmative and justified below as well as in the protocol. 
1)
Is the risk a minor increase over minimal risk?  Explain:       
2)
Do the procedures present experiences to study participants that are reasonably commensurate with those inherent in their actual or expected situations?  Explain why study procedures are similar to actual or expected situations:       
3)
Is the intervention or procedure likely to yield generalizable knowledge that is of vital importance for the understanding or amelioration of the condition being studied?  Explain what knowledge is likely to result and how it will impact the understanding or amelioration of the condition being studied:       
4)
Permission will be obtained from both parents when both are reasonably available?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

10. PARTICIPANT CONFIDENTIALITY

Describe methods for protecting study participant confidentiality.  Please address the following in the description:  What information about study participants is being collected, why is it necessary to the conduct of this study, what is the plan for protecting these data from improper use and disclosure and when and how it will be initiated.
     
11. PRIVACY & HIPAA COMPLIANCE

The protocol and consent form must include adequate written assurances that the identifiable information will not be reused or disclosed except as required by law, for authorized oversight of research or for other research for which the use and disclosure would be permitted.

a)
Will any of the following identifiers be recorded with or linked by code to the data?  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.  [Check all that apply.  If none, skip to 12.]

 FORMCHECKBOX 

Names

 FORMCHECKBOX 

Date of Birth, Admission, Discharge or Death

 FORMCHECKBOX 

Vehicle identifiers and serial #s (license plate #s)

 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 

Internet Protocol (IP) address numbers


 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 numbers
b)
How long will you be retaining this information?  

     
c)
With whom will this information will be shared (sponsor, other researchers, agencies, etc.)?  
     
d)
Please describe the plan to protect the privacy interests of participants.  
     
12. 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, and (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.
     
13. 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.  
     
14. RECOMBINANT DNA (Gene Transfer)
a)
Does this study include the use of Recombinant DNA?

 FORMCHECKBOX 

No
 FORMCHECKBOX 
  Yes (If yes, this study requires review and approval by the Institution of Biosafety and/or Harvard COMS Committees.)
b) If yes, please provide the name of the DNA:       
15. HANDLING OF BIOLOGICAL SPECIMENS

a) Will DFCI Clinical Research Lab (CRL) support be necessary?
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes (If yes, please submit a copy of the lab manual.)
b) Does this study include the handling of biological specimens?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
(If yes, staff needs to receive training. DFCI staff should contact the Karen Byers 617-632-3005 at the DFCI Biosafety Office. MGH, BWH, BIDMC, and CH staff should contact their respective institutional biosafety offices.)
c)
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?       
d)
If the study involves blood draws for research purposes, please answer the following: 

1)  Please indicate the volume and frequency of the collection:       
2)  If the volume and frequency exceed the recommended blood amounts, please provide 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):     
16. RESEARCH USE OF BIOLOGICAL SPECIMENS

a)
Does this study include the research use of biological specimens?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

b)
If “yes”, please answer the following:

1)
Specify the type of specimen (e.g. blood, serum, and tissue):       
a)
If using tissue, please specify:

 FORMCHECKBOX 
  Fresh

 FORMCHECKBOX 
  Frozen

 FORMCHECKBOX 
  Paraffin embedded (tissue sections)

 FORMCHECKBOX 
  Other:       
b)
If using tissue, please identify at which institution the tissue will be collected:

 FORMCHECKBOX 
  DFCI/BWH

 FORMCHECKBOX 
  BIDMC

 FORMCHECKBOX 
  CHB (If selected, please attach the CHB “discarded” tissue form available from the CHB Pathology Department)
 FORMCHECKBOX 
  MGH
c)
If using Pathology services from one of the DF/HCC institutions listed in 16(b)(1)(b) above, please confirm that the office managing the budgets have been advised and the budget includes the costs for Pathology services:
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No – If no, please explain why the budget does not cover pathology services:       
2)
Will specimens be banked for use beyond this study?

 FORMCHECKBOX 

No
 FORMCHECKBOX 
  Yes 

3)
Will the specimen testing/drawing be an optional part of the study?

 FORMCHECKBOX 

No
 FORMCHECKBOX 
  Yes 

4)
May study participants request that their samples be destroyed in the future?

 FORMCHECKBOX 

No
 FORMCHECKBOX 
  Yes 

5)
Will specimens be linked to study participants’ identities?

 FORMCHECKBOX 

No
 FORMCHECKBOX 
  Yes 

6)
Describe who will have access to these specimens:       
7)
How long will these specimens be maintained?       
17. USE OF TUMOR IMAGING METRICS CORE (TIMC)
a)  Is objective radiological response an endpoint of this study?

 FORMCHECKBOX 
  No
  FORMCHECKBOX 
  Yes  

b)  If “yes”, please complete the following (The clinical trial design must be reviewed by the Tumor Imaging 
Metrics Core (TIMC) as early as possible in the approval process.  If TIMC services are desired, a review meeting with the TIMC is required to determine the appropriate imaging modalities and analysis methods):
1)
Measurable disease response is a     FORMCHECKBOX 
 Primary Endpoint or a      FORMCHECKBOX 
 Secondary Endpoint

2)
Type of measurement:    FORMCHECKBOX 
 RECIST        FORMCHECKBOX 
 WHO           FORMCHECKBOX 
 IWRC          FORMCHECKBOX 
 SUV (PET)

                                           FORMCHECKBOX 
 Cheson        FORMCHECKBOX 
 Choi            FORMCHECKBOX 
 NCI-96        FORMCHECKBOX 
 3D Neuro   

                                           FORMCHECKBOX 
 Other:       
3)
Assessment of Measurements:

i)
Method of Assessment [Check all that apply]: 

 FORMCHECKBOX 
 CT Scan        FORMCHECKBOX 
 PET Scan        FORMCHECKBOX 
 PET/CT Scan       FORMCHECKBOX 
 MRI       FORMCHECKBOX 
 Other:      
ii)
Please describe the Schedule of Assessment (e.g., CT measurement every 2 months):      
Note: The cost for TIMC services should be incorporated into the trial budget.   Please refer to the TIMC website www.tumormetrics.org for the latest pricing information for each measurement criteria.
Contacts:

MGH: Gordon Harris Ph.D. <mailto:gjharris@partners.org> (617-726-9464)

BWH: Matthew Barish M.D. <mailto:mabarish@partners.org> (617-732-7727)

DFCI: Annick Van Den Abbeele M.D. <mailto:Abbeele@dfci.harvard.edu> (617-632-2595)

Core manager: William Hanlon  <mailto:whanlon@partners.org> (617-643-0295)

18. USE OF CELL MANIPULATION LABS/FACILITIES
[Please contact Grace Kao (617-632-2251) with any questions on how to complete the following section.]
a)
Please identify types of cellular product used in the clinical protocol.

 FORMCHECKBOX 
 HPC-A - Hematopoietic Progenitor Cells, Apheresis

 FORMCHECKBOX 
 HPC-M - Hematopoietic Progenitor Cells, Marrow

 FORMCHECKBOX 
 HPC-C - Hematopoietic Progenitor Cells, Cord Blood

 FORMCHECKBOX 
 TC - Therapeutic Cells

 FORMCHECKBOX 
 TC-T - Therapeutic Cells, T-cells

 FORMCHECKBOX 
 TC-D - Therapeutic Cells, Dendritic

 FORMCHECKBOX 
 TC-NK - Therapeutic Cells, Natural Killer

 FORMCHECKBOX 
 TC-CTL - Therapeutic Cells, Cytotoxic Lymphocyte

 FORMCHECKBOX 
 TC-OTHER- Therapeutic Cells, other  (such as tumor-derived cells)

 FORMCHECKBOX 
 Other:      
b)
Please indicate source of cellular or tissue-derived product.

 FORMCHECKBOX 
 Autologous

 FORMCHECKBOX 
 Allogeneic (Patient-specific)
c)
Does the protocol require apheresis procedures to be performed at Kraft Family Donor Center at DFCI?

 FORMCHECKBOX 
 No. No further action required.

 FORMCHECKBOX 
 Yes. [Please contact Mardi Ellis at 617-632-3808.]
d)
Does the protocol require the involvement of CMCF at DFCI?
 FORMCHECKBOX 
 No. No further action required.

 FORMCHECKBOX 
 Yes.  Please forward the following information to CMCF:

[Please contact Darlys Schott at 617-632-2577.]

i)  
if CMCF participates in the production process, copies of the SOPs and/or pertinent sections of CMC (Chemistry, Manufacturing, and Control Data) from the IND with description of the procedures.

ii)
a copy of product label at distribution

iii)
description of the product tracking system (from collection to infusion)

iv)
description of the method of product transportation

e)
Does the protocol require the involvement of Cell Processing Labs/Manipulation Facilities at institutions other than DFCI?

 FORMCHECKBOX 
 No. No further action required.

 FORMCHECKBOX 
 Yes. Please identify the lab/facility:      
f)
Please describe the role of the cell processing lab/manipulation facility:

 FORMCHECKBOX 
 Receive and release of product.

 FORMCHECKBOX 
 Receive, storage and release of product

 FORMCHECKBOX 
 Receive, processing, storage and release of product

19. ADDITIONAL STUDIES  [Check all that apply and attach appropriate documentation.]
 FORMCHECKBOX 

Pharmacokinetic Studies.  

Who will be collecting the specimens?         

Are these studies optional?       
 FORMCHECKBOX 

Genomic Studies.  

Who will be collecting the specimens?        

Are these studies optional?       
 FORMCHECKBOX 

Questionnaires/Surveys/Interviews. 

Are these studies optional?       
 FORMCHECKBOX 

Other Studies. 

Please specify:       

Who will be collecting specimens, if required for these studies?        

Are these studies optional?       
20. OTHER SPONSOR PROVIDED EQUIPMENT

Other than investigational device(s) (which should be listed in question 22 below), will any non-hospital inventory equipment be used in this study (e.g. for drug administration, monitoring, or data collection)?  Please contact the institutional Biomedical Engineering department or Clinical Trials Nursing department for equipment approval.
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes – Please list below [For example, infusion pumps, filters and sponsor provided EKG machines]:
	
	Equipment Name
	Manufacturer
	Serial no. or Model no.
	Provided by: 

	1)
	     
	     
	
	     

	2)
	     
	     
	
	     

	3)
	     
	     
	
	     

	4)
	     
	     
	
	     


21. OTHER STUDY DOCUMENTS  [Check all that apply and attach appropriate documentation.]
 FORMCHECKBOX 
  Letters
 FORMCHECKBOX 

Drug Diaries (please include instructions for vomited and/or missed doses)
 FORMCHECKBOX 

Advertisements (web, letter, poster, etc)

 FORMCHECKBOX 

Investigator’s Drug Brochure

 FORMCHECKBOX 

IND Safety Report(s)

 FORMCHECKBOX 

Other (laboratory manual, pharmacy manual, study site reference guide, etc.)

Part B – Drug/Device/Biologic Information

22. DRUGS/DEVICES/BIOLOGICS
a)
List all drugs/devices/biologics to be used in this study and provide supplemental information.  If the Principal Investigator holds the IND or IDE, copies of all relevant correspondence with the FDA must be forwarded to the OHRS.
	
	Name of Drug/Device/Biologic
	Commercially Available?
	FDA Approved for this use?
(i.e. w/in label)
	IND/IDE #
	IND Holder/Sponsor
	Manufacturer

(If different from IND/IDEholder)

	1)
	     
	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	     
	     
	     

	2)
	     
	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	     
	     
	     

	3)
	     
	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	     
	     
	     

	4)
	     
	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	     
	     
	     

	5)
	     
	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	N  FORMCHECKBOX 
  Y  FORMCHECKBOX 

	     
	     
	     


b)
Does the protocol involve orally administered therapeutics (investigational or otherwise)?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes, please state where in the protocol information regarding whether missed/vomited doses will be made up is located:      
If this information is not in the protocol, please submit this information on an Alert Page.  If a Pill Diary will be provided to participants, please make sure this information is included. 
23. MARKETED DRUG/DEVICE/BIOLOGICS AND IND SUBMISSION

Does this study involve the use of an FDA approved/marketed drug/device/biologic?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

IF YOUR ANSWER IS “YES”: please note that if the FDA approved/marketed drug or biologic is being used in combination with another FDA approved/marketed drug or biologic, DF/HCC strongly recommends the filing of an IND because there is no clear guidance as to the definition of what constitutes a “significant risk” and those words are used in the IND regulations regarding an IND exemption. 
If you check “Yes” above, please answer the following six questions:

a)
The research also involves an unapproved drug, biologic, or device.

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

b)
The research is being conducted with a commercially available drug to support a new indication or support a change in advertising or labeling of the product.

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

c)
The research is being conducted with a commercially available drug that will be administered via a new route or for use in a different part of the body.

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

d)
The research will use a commercially available drug that is being given at a dosage level that might significantly increase the risk to the participant population.

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

e)
The research will test a commercially available drug in a new patient population and may result in a significant increase in risk(s) to the patient population.

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

f)
The research will use a commercially available device that may be deemed a significant risk when used for an unapproved purpose.

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

24. STATUS of IND/IDE APPLICATION

If you answered “YES” to any of the above questions in 23(a)-(f), please answer the following:

a)
Have you or the sponsor contacted the FDA regarding the need to file an IND/IDE application?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

b)
Has the FDA granted an exemption?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  Pending


c)
Attach all correspondence with the FDA. 

d)
Does this research involve a combination of FDA approved/marketed drugs or biologics?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

If “Yes” and an IND application has not been filed with the FDA, please provide a written justification as to (i) why no IND application was filed and (ii) address each element that is required in order for no IND to be required.

     
Part C – Sponsor information

25.
APPLICANT INSTITUTION
 FORMCHECKBOX 
  BWH
 FORMCHECKBOX 
  DFCI
 FORMCHECKBOX 
  MGH
 FORMCHECKBOX 
  CH
 FORMCHECKBOX 
  BIDMC
 FORMCHECKBOX 
  Other [Specify]:       
26.
INITIATOR OF THIS STUDY

Who designed and will be responsible for the oversight and coordination of the trial, regardless of funding/drug support?       
[Note: If the DFCI or DF/HCC Investigator designed and will be responsible for the oversight of this trial, question 32 must also be completed.]
27.
FUNDING SOURCE

Name the funding source:       
28.
FUNDING INFORMATION TYPE [Please select.]

[Note: PROTOCOLS WILL BE PUT ON HOLD IF THERE ARE DELAYS IN CONTRACT NEGOTIATIONS. Please contact the contracts office as soon as possible if there are any delays in funding from sponsors. Studies will be put on administrative hold if the sponsor advises either the study team or the contracts office of a delay or the contracts office is having difficulty negotiating with the sponsors.] 
 FORMCHECKBOX 

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

1)
Grant No.      
2)
Title of Proposal [if different than IRB proposal]:       
3)
Attach a copy of the entire grant.

4) If this is not being submitted at this time, explain why:       
5) 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 Protocol Office (HRPO)? 

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 

b)
Foundation (such as the American Cancer Society)
 FORMCHECKBOX 

c)
Industry (such as Johnson & Johnson)
1)
Sponsor/Agency Contact Name, Telephone and Address:       
2)
Sponsor Protocol No:       
3)
Subcontract (from DFCI) Site:      
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 

d)
In-house

1)
Subcontract (to DFCI or DF/HCC PI)

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

2)
Sponsor/Agency Contact Name, Telephone and Address:       
3)
Outside Funding

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 

e)
Cooperative Group (such as CALGB, ECOG, COG, SWOG) This does not include consortiums:       
 FORMCHECKBOX 

f)
Consortium:       
 FORMCHECKBOX 

g)
Applying for Protocol Specific Research Support Funds.  These funds provide support for DF/HCC investigator-initiated early phase clinical research that is unfunded or underfunded.  If this box is selected, OHRS will forward the submission to Dr. Jeffrey Clark, Chair of the Scientific Resource and Prioritization Committee.  Please contact Dr. Clark at (617) 643-3415 with any questions. 
 FORMCHECKBOX 

h)
Other:       
29.
Has the project been funded at the time of this submission?

 FORMCHECKBOX 
  Yes.
 FORMCHECKBOX 
  No. Please explain:       

Part D - Site Utilization

30.
MULTI-CENTER STUDIES

Is this a multi-center study?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes – For more information, please refer to DF/HCC SOP PM-402 and other associated multi-center documents on the DF/HCC Clinical Research Support Website. 

31.
DFCI or DF/HCC INITIATED STUDY
 FORMCHECKBOX 
 Does not apply – not DFCI or DF/HCC Initiated [Skip to #32.]
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.

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

     
b)
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 Name:
	City, State:
	Federal Wide Assurance (FWA) #:
	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).  To check an institutions FWA # please go to the website: http://ohrp.cit.nih.gov/search/
· Once the outside sites IRB approvals become available, the sites noted above MUST be added by submitting the Request to Add New Site form via OHRS submit.  No research may be conducted at any outside multi-center sites without approval of an associated Add Site Amendment submission.
c)  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.
     
d)
Please describe the following: 


1)
The plan for managing all unanticipated problems involving risks to subjects or others:       
2)
The plan for managing protocol modifications:       
3)
The plan for data monitoring:       
4)
The plan for managing interim results:      
32.
DANA-FARBER/HARVARD CANCER CENTER INSTITUTIONS (DF/HCC)

a) 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*

*If MGH is involved, please ensure that the MGH Cancer Center Protocol Office has been notified of this submission.
33.
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
a)
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)

b)
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)

c)
If this study will not be performed at any of the DF/PCC sites, please explain why not.

     
34.
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, subject 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.

     
35.   QUALITY ASSURANCE OFFICE FOR CLINICAL TRIALS (QACT)
a)  Will the QACT register all DF/HCC study participants?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
b) Will the QACT develop Case Report Forms and computerize data for this study?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
c) Will the QACT randomize this study?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
Part E – Priority List Placement

36.
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
	Breast
	Preventative
	Local Therapy
	Surgical
	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 category, subcategory or modality that does not currently exist on the priority list.

Part F - Program Review

	As Disease 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 Disease Program Leader
Date
Print name of Disease 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 Overall DF/HCC Principal Investigator      Date             Print name of PI



Part F – New Application Submission Checklist

Please submit 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 (a) the Program Leader or Clinical Trials Subcommittee Chair; and (b) biostatistics representative.  (See guidance document and Program Leader list available from the OHRS Website under New Protocol Submissions.) Scan signed version for submission via OHRS Submit. 
For pediatric only studies, please submit an unsigned endorsement form. 

	 FORMCHECKBOX 

	Multi-Center Coordinating Committee Approval. This is required for DF/HCC initiated multi-center studies.  Please contact QACT with questions. 

	 FORMCHECKBOX 

	Priority List printed from OncPro with current protocol placement indicated

	 FORMCHECKBOX 

	Radiation Safety Screening Form.  This form is a required attachment for all clinical trials which involve radiological scans or radiation therapy for research purposes or standard of care.  (If the protocol involves no use of radiation, i.e., MRI scans only, this form is not required.  FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	Completed and signed New Research Application Form – Clinical Trials.  Scan signed version for submission via OHRS Submit.

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	If applicable, correspondence with the FDA and/or OBA regarding the investigational agent.

	 FORMCHECKBOX 

	Protocol document.  

	 FORMCHECKBOX 

	Alert Page. ( FORMCHECKBOX 
 N/A)

	 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 

	Informed Consent Document for Pregnant Partner of Participant ( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	Interview scripts, letters, questionnaires, videos/DVDs or other media to be used in the study.  ( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	Drug or Participant or Study Diaries ( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	Investigator’s Drug/Device Brochure (IDB) for:      . ( FORMCHECKBOX 
 N/A)

	 FORMCHECKBOX 

	NIH Grant Application (excluding appendices) that has been or will be submitted to the NIH.  ( FORMCHECKBOX 
 N/A – not federally funded)
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