Form 5A: Research Proposal for Conducting Registry Research


This must be approved by the Registry Steering Committee prior to initiating any study using Registry data (if no Steering Committee, CRP reviews Registry Research).
Today’s Date:



Title of Research Study: 
Investigators: 
Principal Investigator:



Co-Investigators:
Who is submitting this form:


 Your e-mail address:   
Study Hypothesis:

Significance of Study: (Explain why this study is important)
Specific Aims:  (List the specific purpose(s) of the study)  

Inclusion/Exclusion Criteria:  (Be clear and specific)
Study Design: (Include a brief description of the methodology to answer the specific aims)
Name of Registry:

Data Elements Requested: (List the specific data elements you are requesting from this registry, e.g. DOB, sex, diagnosis, procedure, date of procedure)
Are you proposing to collect new data that is not currently in the Registry: 
(  Yes  (   No (If yes, list the new data elements and their source)
Statistics: (Send this form to BioStats@hss.edu before Steering Committee review, for power analysis and justification for the number under study)

Biostatistician:         



Date of review:      

Publication Plan: (Authors, Journal(s) and timeline for submission)
Steering Committee Decision:  Date of review __ __/__ __/__ __
 
( Approve        ( Modifications required, resubmit        (  IRB Review*        ( Reject

Steering Committee Chair:____________________________
Date:___________
*If the Steering Committee requests IRB Review, provide the information below. Complete either Part A or Part B, then submit the signed form to the IRB.

Part A – Greater than Minimal Risk Studies
COMPLETE IF STUDY IS GREATER THAN MINIMAL RISK AND INVOLVES EXPERIMENTAL, RANDOMIZED PROCEDURES AND/OR ADDITIONAL X-RAYS NOT CONSIDERED TO BE STANDARD OF CARE.

1. Consenting procedures: Indicate whether interpreters or consent forms translated into a language other than English will be needed.  If no translation is required, please justify why non-English speaking patients will be excluded from this study.  

2. Recruiting:  Attach any materials (i.e. flyers, pamphlets, and letters to patients) which will be used for the recruitment of patients into this study.

3. Describe potential risks of the research study and assess their likelihood and seriousness.  If radiographs/CT are included in the research study, please include the standard wording for the risks, which is available on the HSS Intranet under Institutional Review Board.  This standard wording should also be included in the risk section of the consent form.  Please contact Roseann Zeldin (212-774-2881) for specific exposure values for all radiographs sought.  

Additionally, 



a. Describe measures that will be used to minimize physical risks.  Where appropriate, discuss provisions for insuring medical and professional intervention in the event of adverse effects to the subject.  For example, what precautions are in place to prevent and/or treat potential physical risks which may arise from research related procedures (i.e. infections, DVTs, etc…).

4. Describe any alternative treatments and procedures that might be advantageous to the subjects.

5. Describe the measures that will be used to preserve confidentiality and rights of subjects.  
Below is Hospital for Special Surgery standard accepted practice.  By completing this information, you attest that you will follow this procedure for preserving the confidentiality and rights of the subject. You can use the following standard, approved statement.  If this statement does not apply, please revise it accordingly.  
[Subject privacy and confidentiality will be maintained through the storage of study data in a password-protected computer database maintained by Dr.​​​​​​___________ and accessible only to the principal investigator (Dr.__________), in addition to other IRB-approved study personnel. Each subject will be assigned a unique study number for identification in the study database. This unique study number will not be derived from or related to information about the individual.  The key linking this unique study number to patient identifiers (i.e. name, medical record number, date of birth, registry number) will be maintained in a different password-protected database maintained by Dr. ____, to which only Dr._____ and Dr. _____ will have access. Immediately following data entry into the password-protected databases, the paper-based data collection instruments will be stripped of all personal identifiers and stored in a locked file cabinet maintained by Dr. _____. The page containing patient identifiers will be stored separately in a locked file cabinet in ​_________________, and will be destroyed at the earliest opportunity upon completion of the study.  
Presentations and publications that result from this study will NOT contain any individual identifiers other than unique study numbers.]

6. Describe the data management software that will be used.  Identify who will enter the data, and what data quality control measures will be used, such as dual entry, validation checks and locked fields.  Insure that your plans are consistent with HIPAA regulations.  Contact Ms. Andrea Ansorge with any questions related to HIPAA regulations and research.
7.  Discuss why the risks to the subjects are reasonable in relation to the anticipated benefits and   the importance of knowledge that may be expected to result.   State to which patients your study results should apply.  If you get a result, what will be its significance to physicians and their patients?

NOTE:

If this study involves genetic testing, complete the Genetic Testing Consent Form and attach a copy of the Research Authorization form that will be signed by each subject enrolled in the study, permitting you and your staff to use or disclose the subject’s health information for the purposes of conducting the study. 

If this is a retrospective review of medical records, attach a Request for Waiver of HIPAA Authorization seeking IRB waiver or alteration of the authorization requirement as well as a Full waiver of informed consent requirements..  

PART B – MINIMAL RISK Studies
COMPLETE IF STUDY IS MINIMAL RISK AND INVOLVES ONLY OBSERVATIONAL MEASURES (I.E. SURVEYS, QUESTIONNAIRES AND/OR RETROSPECTIVE REVIEW).  This includes, but is not limited to, administration of non-invasive data collection measures, collection of blood samples, collection of existing data and observational studies.  THIS DOES NOT include additional Non-Standard of Care X-RAYS.  

1. Consenting procedures: Indicate whether interpreters or consent forms translated into a language other than English will be needed.  If no translation is required, please justify why non-English speaking patients will be excluded from this study.  


a. If a consent will not be sought (i.e. retrospective review of records), attach a Request for Waiver of Informed Consent and Request for FULL Waiver of HIPAA Authorization.


b. If subjects will be identified by medical record, patient file, etc…before consenting, please complete a Request for a PARTIAL waiver of HIPAA Authorization for those not part of the patient treatment team.

2. Recruiting:  Attach any materials (i.e. flyers, pamphlets, and letters to patients) which will be used for the recruitment of patients into this study.

3. Describe potential risks of the research study and assess their likelihood and seriousness.  

a. If a blood draw is involved, include the following: The risk of participating in this study is the risk of having your blood drawn.  The risks of blood drawing include mild pain, bruising, and very rarely infection at the place of the needle insertion.

b. If an MRI is involved, include the following: MRI is generally a well-tolerated procedure, and all patients will be screened for MRI safety prior to imaging.  In addition, the Hospital for Special Surgery operates the MRI units within the safety guidelines established by General Electric Health Care, Milwaukee, Wisconsin.  Potential risks include claustrophobia, coil element heating and peripheral nerve stimulation, although the latter two are considered highly unlikely, given that the patients will be imaged within preset safety guidelines to eliminate peripheral nerve stimulation. Coil element heating ranges from a mild sensation of heat to a potential burn.  This is considered highly unlikely, as the coils have all undergone extensive testing and clinical use, and special pads are placed surrounding all contact points.

c. If an ultrasound is involved, include the following: Ultrasound is an extremely safe procedure with no known untoward effect using diagnostic frequencies.  Ultrasound involves no ionizing radiation.

d. When no physical testing is done other than surveys, questionnaires, etc, include the following: There are no physical risks to you from participating in this research.  

e. Risk of breach of confidentiality, include the following: [ADDRESS THE RISK TO PATIENT PRIVACY, AS APPROPRIATE BASED ON THE SPECIFIC INFORMATION BEING KEPT IN THE REGISTRY – FOR EXAMPLE,  “Participation in this research involves the potential risk of a breach of confidentiality of your health information that is stored.  HSS tries to minimize those risks by (i) removing some direct identifiers from information stored [(i.e., names, social security numbers, medical record numbers)][MODIFY AS NECESSARY]; (ii) securing, in a separate location, and limiting access to information linking codes (i.e., linkage codes) assigned to the registry information with direct participant identifiers; and (iii) limiting access to information stored to HSS investigators.”]

4. Describe any alternative treatments and procedures that might be advantageous to the subjects.

Subjects do not have to participate in this registry to receive treatment for their condition.

5. Describe the measures that will be used to preserve confidentiality and rights of subjects.  
Below is Hospital for Special Surgery standard accepted practice.  By completing this information, you attest that you will follow this procedure for preserving the confidentiality and rights of the subject. You can use the following standard, approved statement.  If this statement does not apply, please revise it accordingly.
[Subject privacy and confidentiality will be maintained through the storage of study data in a password-protected computer database maintained by Dr.​​​​​​___________ and accessible only to the principal investigator (Dr.__________), in addition to other IRB-approved study personnel. Each subject will be assigned a unique study number for identification in the study database. This unique study number will not be derived from or related to information about the individual.  The key linking this unique study number to patient identifiers (i.e. name, medical record number, date of birth, registry number) will be maintained in a different password-protected database maintained by Dr. ____, to which only Dr._____ and Dr. _____ will have access. Immediately following data entry into the password-protected databases, the paper-based data collection instruments will be stripped of all personal identifiers and stored in a locked file cabinet maintained by Dr. _____. The page containing patient identifiers will be stored separately in a locked file cabinet in ​_________________, and will be destroyed at the earliest opportunity upon completion of the study.  
Presentations and publications that result from this study will NOT contain any individual identifiers other than unique study numbers.]

6. Describe the data management software that will be used.  Identify who will enter the data, and what data quality control measures will be used, such as dual entry, validation checks and locked fields.  Insure that your plans are consistent with HIPAA regulations.  Contact Ms. Andrea Ansorge with any questions related to HIPAA regulations and research.

NOTE:

If this study involves genetic testing, complete the Genetic Testing Consent Form and attach a copy of the Research Authorization form that will be signed by each subject enrolled in the study, permitting you and your staff to use or disclose the subject’s health information for the purposes of conducting the study. 

If this is a retrospective review of medical records, attach a Request for Waiver of HIPAA Authorization seeking IRB waiver or alteration of the authorization requirement as well as a full waiver of informed consent requirements.   
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