Frequently Asked Questions (FAQs)

The answers provided here are in addition to the instructions provided in the Investigator Manual.
2A. Submission Process


21.
How is the process of submitting to the PPHS/IRB changing?


2B. Submitting a New Project


32.
I need to submit a new project (make an initial submission).  What documents do I need and how do I submit the application?


33.
The research project I’d like to do might be “exempt” from the federal human subject regulations.  Must I get approval from the PPHS?


34.
I think my project may not be human subject research.   What is necessary for me to do?


3C. Transitioning An Approved or Existing Project to the New Forms


35.
I just got my study approved.  Do I need to transition over to the new documents?


36.
If I am already in the process of responding to a PPHS communication, do I need to transition over to the new documents in order to respond to the PPHS?


47.
My study is ending in a short amount of time.  Do I really need to transition to the new documents?


48.
I have an IRB approved study and now I need to make a modification.  What documents do I need and how do I submit the application?


49.
I have an IRB approved study and I only need to modify personnel other than the PI or co-investigators.   Must I transition all of the study documents the new documents at this time?  What documents do I need?


510.
I have an IRB approved study and I need to modify the PI or co-investigators listed.   Must I transition all of the study document s the new documents at this time?  What documents do I need to submit?


511.
I have an IRB approved study and I need to renew my IRB approval (submit a continuing review application).  What documents do I need and how do I submit the application?


512.
I need close a currently IRB-approved study.  What documents do I need and how do I submit the application?


5D. Application for Human Research (AHR) Form (General)


513.
Do I need to keep my Application for Human Research current over the course of the research project?


5E. AHR Section C: Funding Sources


614.
In the Application for Human Research Section C: How do I “link” multiple funding sources to my human research proposal?


6F. AHR Section E: Personnel


615.
Who needs to be listed as Personnel on Section E?


616.
Does everyone listed as personnel on Section E need to submit an FCOIR “Investigator Form” in Sinai Central?


617.
Does everyone who is listed as personnel on Section E need to complete the PPHS education requirements?


618.
Where can I find out what the PPHS education requirements are?


619.
What will happen if someone listed as personnel has not completed the PPHS education requirements?


620.
When I submit to the IRB a request to modify personnel on my currently approved research, may I submit an AHR form with only the new personnel listed in Section E?


621.
When I submit to the IRB a request to modify personnel on my currently approved research, do I need to submit information to the Grants and Contracts Office?


7G. AHR Section H: Department Chair signature


722.
I’m submitting a new study and will have personnel from multiple departments.  Do I need to get a Chair/Designee signature on the Application for Human Research from each department’s Chair?


723.
Do I have to get a Department Chair/Designee signature on the Application for Human Research when I submit a request to modify, continue, or close my currently approved research?


724.
There are places in the Application for Human Research for signatures.  How do I retain signatures?


7H. AHR Appendices


725.
If one or more of the Appendices in the Application for Human Research form don’t apply to my research, can I delete them?  How do I do so?


7I. AHR Appendix A: External Sites


726.
If we subcontract out some of the research activity, is that site considered an “external site” for Appendix A?


7J. AHR Appendix B- Drug/Biologics


727.
I need to submit a request to modify my currently approved research.  Do I need to fill out an Appendix B?


828.
I need to submit a continuation of my currently approved research.  Do I need to fill out an Appendix B and get a new Research Pharmacy signature?


829.
Appendix B indicates that I must provide evidence of IND exemption, if applicable to my research.  How do I obtain that from the FDA?


8K. AHR Appendix C: Devices


830.
Appendix C indicates that I must provide evidence of IDE exemption for significant risk devices, if applicable to my research.  Where can I find helpful information for preparing my IDE application?


8L. Consent Template


931.
When I switch over to the new consent template, do I need to re-consent my active subjects?


932.
May we include more than one study population within one consent template?


933.
When transitioning from the old to the new consent template, do you recommend that we make all the individual new changes to our current form, or start with the new template and insert my old text as appropriate?


934.
My study is approved and I am about to submit translations of the consent into another language.  Do I have to transition to the new documents?


935.
Is there a translated consent template available?


936.
Is there a “standalone” consent template (i.e. that doesn’t contain HIPAA language)?


1037.
If we are paying our subjects less than $600, may we remove the tax statement that is in the costs/payments section of the consent document?


1038.
May we remove the HIV section in the consent document if our study is not about HIV, nor are we collecting any HIV related information?


10M. Protocol Template


1039.
I’m about to create my protocol template for the first time.  Should I work with the blank template (no instructions) or the template with instructions?


1040.
May I supply my current protocol summary form as a document to reference in the new protocol template?


1041.
I’m filling out the protocol template for new project.  There are two sections in the protocol template and one place in the consent template that refer to a judgment about the risk level of the research (Prot. Temp. #6i and 8; Consent “In Case of Injury”).   How do I know if my project is minimal risk or greater than minimal risk?


1142.
How do we represent in the Protocol Template that we would like to do something differently than my sponsor protocol or grant application indicates?


11N. Continuing/Final Review Form


1143.
In the Continuing/Final Review Form, what information are you looking for from the questions "Have subjects experienced any harms (expected or unexpected)?" and “Have subjects experienced any benefits?”


1144.
In the Continuing/Final Review Form, why does the IRB need to know “Have subjects experienced any benefits?”


11HIPAA


1145.
Where do I find HIPAA forms when I need them?  Is the process of requesting access to information any different in the new process?




A. Submission Process 

1. How is the process of submitting to the PPHS/IRB changing? 

A: Submit all PPHS applications in paper directly to the PPHS.  You will receive an “HS number”.  This number will be separate from your Financial Conflict of Interest disclosure “IF number” and your “GCO number”.  You should have these numbers accessible when you come to log new and continuation applications in to the PPHS.
B. Submitting a New Project 
2. I need to submit a new project (make an initial submission).  What documents do I need and how do I submit the application?

For most research types, start with these documents:

· HRP-211 Application for Human Research

· HRP-503 (or 503a) Protocol Template 
· HRP-502 (a,b,c as applicable) Consent Template (if planning to obtain consent)

Follow the instructions regarding any additional required documents;  submit directly to PPHS 
3. The research project I’d like to do might be “exempt” from the federal human subject regulations.  Must I get approval from the PPHS?

A: Yes; exempt projects need to be submitted and approved by the PPHS.  The PPHS will make the ultimate determination if the research is exempt and is approvable.  Therefore you must submit an Application for Human Research (AHR) form and a Protocol Template (and any external grant, protocol etc) that describes your study, as well as any other document applicable to the project listed on the “Other Documents” section of the AHR form.  If you will be proposing to verbally tell prospective subjects about your project rather than use a consent form, please submit the consent “script” so that the PPHS can verify it is appropriate. 
4. I think my project may not be human subject research.   What is necessary for me to do?

A:  If you are certain that it does not involve human subjects (e.g. your study only involves mice), then you do not have to submit to the PPHS.  If you are uncertain whether your project involves humans, you should ask the PPHS; this is particularly so if you are using human derived biological substances or data, as the definition of human research has a regulatory basis and can be quite complex.  If you need an official documentation that a project is not human subject research, you will need to submit written materials to our office to make the official determination.
C. Transitioning An Approved or Existing Project to the New Forms
5. I just got my study approved.  Do I need to transition over to the new documents?

A: At the time of your next modification request, continuation application or final report, you’ll need to use the new documents that are applicable to your research.   See the specific project type below for what documents to start with.

6. If I am already in the process of responding to a PPHS communication, do I need to transition over to the new documents in order to respond to the PPHS?

A: No.  If you are in process of responding to an existing PPHS correspondence (e.g. deferral, “approved pending minor revisions”, etc) and have not transitioned yet from old to new forms on the project, simply continue your correspondence as normal (submit a memo and whatever current forms are required, and submit directly to PPHS).
7. My study is ending in a short amount of time.  Do I really need to transition to the new documents?

A: If your study does not require any modifications, then no.  Once you are ready to close out the study you will need to use the new HRP-212 Continuing/Final Review Report form, but you do not have to transfer any of the other documents (e.g. consent, protocol summary) to the new templates.

8. I have an IRB approved study and now I need to make a modification.  What documents do I need and how do I submit the application?

Always use this document:

· HRP-213 Modification of Approved Research Form

If you have already transitioned to new forms, modify the documents related to your requested changes and provide a “tracked changes” version of these documents for your submission.  If you have not yet transitioned to the new documents, please create ones related to your requested changes and you may simply provide information related to the modification.  
Example 1: If requesting a text change in the consent that does not impact the information in any other documents, submit the completed HRP-213 Modification of Approved Human Research form (outlining what changes are being requested) along with the updated consent template (HRP-502).  Provide a “tracked change” version of the consent (tracking the text relating to the modification) and a “clean” unmarked version of the consent template.   The tracked changes in the consent document only needs to relate to the modification itself; you need not highlight all the changes made in transitioning to the new boilerplate language.  Submit directly to the PPHS.
Example 2: If you have not yet transitioned to a completed HRP-503 Protocol Template, and you would like to request to add a new recruitment method, you may complete only the sections of the HRP-503 Protocol Template that relate to that modification, such as item #5a.  [At the time of continuation application you would be expected to provide a complete HRP-503 Protocol Template] Submit the protocol template along with the HRP-213 Modification of Approved Human Research form.  Submit directly to the PPHS.
9. I have an IRB approved study and I only need to modify personnel other than the PI or co-investigators.   Must I transition all of the study documents the new documents at this time?  What documents do I need? 
For changes in personnel other than the PI or co-investigators (e.g. research coordinators), you will not be required to transition to the entire set of new documents (e.g. protocol template, consent form, etc), unless there's something specific about the personnel change that would warrant the PPHS asking for these documents.
Therefore, submit:
· HRP-213 Modification of Approved Research Form (indicate who you are adding and/or deleting)
· HRP-211 Application for Human Research  (list ALL study personnel, and including the requested changed personnel)
· Evidence of Qualifications for the added personnel (this could be a document explaining their qualifications to accomplish their role in the research, resume, etc.)
· Submit a GCO form 6 completed by added personnel, or have them do the FCOIR Investigator Form (online in Sinai Central under GCO)
Follow the instructions regarding any additional required documents; submit directly to PPHS
10. I have an IRB approved study and I need to modify the PI or co-investigators listed.   Must I transition all of the study document s the new documents at this time?  What documents do I need to submit?
Submit:
· HRP-213 Modification of Approved Research Form (indicate who you are adding and/or deleting)

· HRP-211 Application for Human Research  (list ALL study personnel, and including the requested changed personnel)

· Evidence of Qualifications for the added personnel (this could be a document explaining their qualifications to accomplish their role in the research)
· Submit a GCO form 6 completed by added personnel, or have them complete the FCOIR Investigator Form (online in Sinai Central under GCO)
· HRP-503 (or 503a) Protocol Template  
· HRP-502 (a,b,c as applicable) Consent Template (if obtaining consent, and if these individuals are listed in the consent document)
Follow the instructions regarding any additional required documents; submit directly to PPHS

11.   I have an IRB approved study and I need to renew my IRB approval (submit a continuing review application).  What documents do I need and how do I submit the application?

Start with these documents:

· HRP-212 Continuing/Final Review Report Form

· HRP-211 Application for Human Research  (provide the most recently approved version or create a new one if transitioning to new documents)
· HRP-503 (or 503a)  Protocol Template (provide the most recently approved version or create a new one if transitioning to new documents.  Remember, this can reference another document like an “industry protocol” or “grant application” which would also be submitted)
· HRP-502 (a,b,c as applicable) Consent Template (if obtaining consent)

Follow the instructions regarding any additional required documents; submit directly to PPHS
12. I need close a currently IRB-approved study.  What documents do I need and how do I submit the application?

· HRP-212 Continuing/Final Review Report Form 

Follow the instructions regarding any additional required documents; submit directly to PPHS
 D. Application for Human Research (AHR) Form (General)
13.   Do I need to keep my Application for Human Research current over the course of the research project? 

A: Yes.  
E. AHR Section C: Funding Sources
14.   In the Application for Human Research Section C: How do I “link” multiple funding sources to my human research proposal?

A: For each funding source, you simply list the name of the funding sponsor, the grant number, and the GCO number of Infoed number associated with the funding source.
F. AHR Section E: Personnel

15. Who needs to be listed as Personnel on Section E?

A:  Anyone involved in the “design, conduct, or reporting” of the Human Research.   This, of course, includes the principal investigator.  If in doubt, list the person and clarify their role in the research. Please feel free to contact the PPHS with further questions.
16. Does everyone listed as personnel on Section E need to submit an FCOIR “Investigator Form” in Sinai Central?

A:  Yes.   For more information on this topic, see the online documentation put together by the IT team: http://sinaiknowledge.mssm.edu/sinai_central/conflict-of-interest/gco
17. Does everyone who is listed as personnel on Section E need to complete the PPHS education requirements?
A:  Yes.   

18. Where can I find out what the PPHS education requirements are?

A:  Please review our website at: http://www.mssm.edu/research/resources/program-for-the-protection-of-human-subjects/education-requirements.  It will be updated to reflect a new requirement for the Human Subject Protection Information training (Collaborative Institutional Training Initiative: CITI) that will need to be completed by January 1, 2011.
19. What will happen if someone listed as personnel has not completed the PPHS education requirements?

A:  The project will not be able to be approved by the IRB.

20. When I submit to the IRB a request to modify personnel on my currently approved research, may I submit an AHR form with only the new personnel listed in Section E?  

A:  No.  You must list all the current personnel on the project, so that the AHR Form is totally current at a given time.  Please use “tracked changes” function when you are modifying the AHR form, so that the PPHS can easily see who has been added, deleted, or modified.

21. When I submit to the IRB a request to modify personnel on my currently approved research, do I need to submit information to the Grants and Contracts Office?  

A:  The answer varies on the situation.  Check with GCO on their requirements. 

G. AHR Section H: Department Chair signature

22. I’m submitting a new study and will have personnel from multiple departments.  Do I need to get a Chair/Designee signature on the Application for Human Research from each department’s Chair?
A: Yes.  You can do this 3 different ways.  You can: 1) print out as many of the pages that contain the Chair/Designee signatures as you need to obtain signatures, 2) use the Standalone HRP-211h document, or 3) modify your AHR form to add new spaces for additional Chair/Designee signatures.   
23. Do I have to get a Department Chair/Designee signature on the Application for Human Research when I submit a request to modify, continue, or close my currently approved research?
A: No.  
24. There are places in the Application for Human Research for signatures.  How do I retain signatures?

A:  You should retain copies of all signed forms for your records.  You may also scan them so that you can easily retain all your forms electronically.   

H. AHR Appendices
25. If one or more of the Appendices in the Application for Human Research form don’t apply to my research, can I delete them?  How do I do so?

A: Yes, you can delete them from your electronic form or just omit them with your application.   To remove them from the electronic document, go to the Tools menu, and select “unprotect”.   In order to use the form features again, you will need to re-protect the document when you’re done.  To reprotect a document, go to the Tools menu, select “Protect”, select “Yes, Start Enforcing Protection”, and in the “Start Enforcing Protection” box that appears, select “ok” without giving a password.  These directions may be slightly different across various editions of Microsoft Word.
I. AHR Appendix A: External Sites
26.  If we subcontract out some of the research activity, is that site considered an “external site” for Appendix A?

A: Yes.  If our PI has responsibility for the site, the PPHS wants to know the additional information about the external site under his/her direction. 

J. AHR Appendix B- Drug/Biologics

27. I need to submit a request to modify my currently approved research.  Do I need to fill out an Appendix B?

A: If you are modifying anything that affects the drug/biologic information previously provided, then yes.   Otherwise, no.
28. I need to submit a continuation of my currently approved research.  Do I need to fill out an Appendix B and get a new Research Pharmacy signature?

A: If your research involves drugs or biologics, and you have yet to transition to the new forms, you need to fill out an Appendix B at the time of continuation, as some of the questions have been modified from the previous drug/biologic form.  If you are also requesting to change anything that affects the drug/biologic information previously provided, then you would also need to get a new Research Pharmacy signature.   
29.   Appendix B indicates that I must provide evidence of IND exemption, if applicable to my research.  How do I obtain that from the FDA?

A: The process for obtaining an FDA determination of IND exemption is the same as applying for an IND.  To apply, the PI would complete and submit an FDA form 1571(the IND application) and 1572(statement of investigator). FDA’s instructions for completing and submitting the forms can be found here: http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm071098.htm#form1571
Here are a few additional tips: 

· Your cover memo can indicate that you think the research meets the IND exemption criteria, and are asking for an FDA determination of this.  
· In the “sponsor” field in the 1571 form, you should always list the Principal Investigator’s Name (NEVER Mount Sinai)

· When referencing approved drugs/biologics in your application materials you can refer to the drug master file.

· Send your correspondence with a mail delivery service that can provide a signed receipt of delivery (e.g. UPS, FedEx, etc)

· The original and two photocopies of the correspondence should be mailed to:
Food and Drug Administration

Center for Drug Evaluation and Research

Central Document Room

5901-B Ammendale Rd.

Beltsville, Md. 20705-1266

K. AHR Appendix C: Devices

30.  Appendix C indicates that I must provide evidence of IDE exemption for significant risk devices, if applicable to my research.  Where can I find helpful information for preparing my IDE application?

A: The FDA has a helpful website on this topic, which even provides a checklist on what is needed in the correspondence.  The link to that website is: http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm046706.htm 
L. Consent Template
31. When I switch over to the new consent template, do I need to re-consent my active subjects? 

A: It’s not the PPHS intention that investigators re-consent their subjects as a result of this transition.  As part of its review of submissions, the PPHS asks itself, “Is there information that needs to be provided to current or former subjects because it may affect their willingness to continue participation?”  If the only modification to the consent that is being made is the addition of the template text, it is unlikely such information may affect subjects’ willingness to continue participation.  If the research team would like to voluntarily re-consent subjects, that is acceptable.  Some sponsors periodically request that research teams re-consent subjects involved in ongoing research, and the modified consent documents will be used at that time. 
32. May we include more than one study population within one consent template?  
A:  In order to enable the pronouns in boilerplate language (including the HIPAA section) to make sense, we are providing three consent templates for three different subject populations (adults, incapacitated adults, and children).  Because each of three templates has been customized to be specific to one population, if you would like to include two of these populations within one consent template, you will need to modify all the pronouns appropriately throughout the document.   
33.  When transitioning from the old to the new consent template, do you recommend that we make all the individual new changes to our current form, or start with the new template and insert my old text as appropriate?

A: We HIGHLY recommend starting with the new consent template and adding your old text to it, as it is appropriate with the new instructions.  Be aware that some of the “boilerplate” text in the document has changed, so do your text additions very carefully.
34. My study is approved and I am about to submit translations of the consent into another language.  Do I have to transition to the new documents?  

A: As long as you are not making any other changes, you do not have to transition to the new templates.  Once you have to modify the English document, you will need to transition over to new template.

35. Is there a translated consent template available?

A:  A Spanish consent template will be made available soon.   If you need a Spanish translation of the consent template, please contact carol.bienstock@mssm.edu or liz.carroll@mssm.edu so that we can provide it to you as soon as it is available.    If you urgently need a translated consent document for your research, once you receive your approved updated English consent document, you will need to arrange for translation of the document into the languages relevant to your research.

36. Is there a “standalone” consent template (i.e. that doesn’t contain HIPAA language)?

Yes.  There will be a standalone consent document on the website.  If you need it prior to it being posted, please contact our office.

37. If we are paying our subjects less than $600, may we remove the tax statement that is in the costs/payments section of the consent document?
No.    Payments for participation in research studies are considered income and subjects may receive a tax-related statement from the Mount Sinai Finance Department if they earn $600 or more from Mount Sinai in a calendar year.  Even if the subject is receiving less than $600 from your research study, the subjects should understand that the amount you do provide counts as income, and counts toward the threshold that may trigger the tax-related statement being sent.  This should be explained and discussed with potential subjects as part of the consent process.
38. May we remove the HIV section in the consent document if our study is not about HIV, nor are we collecting any HIV related information?
No.   The paragraph that precedes the HIV section explains the situations where the section informing subjects about their rights if HIV information is applicable and when it’s not.  This should be explained and discussed with potential subjects as part of the consent process.
M. Protocol Template

39.  I’m about to create my protocol template for the first time.  Should I work with the blank template (no instructions) or the template with instructions?

A: You can do either.  Some people find it convenient to have the instructions handy in the document in which they are working.  There are a couple sections in the Protocol Template Instructions where the formatting might be helpful to retain (6.i. DSMB,15. Vulnerable subjects), so you may find it more convenient to work in the Instruction document itself.  Others prefer to have the Instruction document open separately as a reference document.
40. May I supply my current protocol summary form as a document to reference in the new protocol template?

A: No.  Since the new “protocol template” replaces the protocol summary (and incorporates many other documents) it would cause confusion to have it present.  You may reference any previous protocol-like documents such as grants or sponsor-provided protocols.
41.  I’m filling out the protocol template for new project.  There are two sections in the protocol template and one place in the consent template that refer to a judgment about the risk level of the research (Prot. Temp. #6i and 8; Consent “In Case of Injury”).   How do I know if my project is minimal risk or greater than minimal risk?

A: The determination of risk involves some judgment.  Ultimately the PPHS will determine its assessment of the risk level of the project.   But when filling out the documents for an initial submission, the PI should also make an assessment of the risk in order to complete the documents.  The definition of minimal risk provided in the regulations is: “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.”  This is considered at Mount Sinai to be an “absolute risk” assessment based on the ordinary experiences of normal individuals, rather than a “relative risk” determination (such as the ordinary experiences of a cancer patient).  Feel free to call the PPHS for further questions on this topic.
42. How do we represent in the Protocol Template that we would like to do something differently than my sponsor protocol or grant application indicates?

A: When the grant is correct for a particular item in the protocol template, you can simply reference the pages in the grant.  When the grant is mostly correct for a particular item in the protocol template, you can reference the grant and then clarify the differences to the protocol template.  When the grant is completely incorrect for a particular item in the protocol template, you can write the whole section in the protocol template, clarifying the rationale.
N. Continuing/Final Review Form
43. In the Continuing/Final Review Form, what information are you looking for from the questions "Have subjects experienced any harms (expected or unexpected)?" and “Have subjects experienced any benefits?”  

A: When the IRB approves research, the research has potential harms (risks) and potential benefits, that is, a probability of good or bad things happening.  After research starts, the good and bad things actually happen. Ten percent of the research subjects may have experienced nausea, 3% sepsis, and 1% renal failure, while 47% of subjects show partial regression of disease and 12% show complete remission.  How does this compare with what was expected in those areas?  Did unexpected benefits or harms occur, or unexpected rates of the anticipated benefits or risks?  

Providing a summary of actual harms and benefits experienced allows the IRB to re-evaluate the relationship of risks and potential benefits in the light of actual experience.  Don’t provide a list of all expected and unexpected adverse events that have occurred; rather, synthesize the data into summary form.  If you have centralized data, that would be great, but it is not always available. In some cases, there is no information available.   
44.   In the Continuing/Final Review Form, why does the IRB need to know “Have subjects experienced any benefits?”  

A: It is important for the IRB to focus on both harms (“adverse events”) and benefits during continuing review.  An investigator may indicate that 3 of 10 subjects died on a therapeutic study, which will cause some serious evaluation of the research.  But if 5 of the 10 were cured of a previously incurable disease, that significantly affects the risk/benefit analysis.  Knowing both the harms that occurred and the benefits allows the IRB to make an ongoing analysis of risks and potential benefits.

HIPAA

45. Where do I find HIPAA forms when I need them?  Is the process of requesting access to information any different in the new process?

A: The HIPAA “request” forms, available on the PPHS website forms page, will remain the same for now.  If your project involves a request for a waiver of HIPAA authorization, you would complete the “Request for a HIPAA Waiver or Alteration of Authorization to Release PHI for Research purposes” form and include it with your submission.   Other types of HIPAA request forms are present on that page.
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