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	Name of Investigator(s)
	Institution
	Department

	
	Abramson Center for Jewish Life
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Mailing address and telephone number of Principal Investigator:

Indicate which category best describes the proposed research:

	(  )  Polisher Research Institute investigator(s) proposing research with subjects outside of the Center

      Continue with application – page 2, Question 1.




                          Signature



Department


Date

	


	1.) Does the research involve any of the following:
	
	

	a) Collection or study of existing data: if the source is publicly available, or the information is recorded by the investigator in such a manner that subjects cannot be identified directly or through identifiers linked to the subjects.

b) Data collection from human subjects that may be carried out at the center for non-research purposes such as marketing studies, quality assurance studies, and employee and resident satisfaction surveys.

c) Systematic information collected from staff, families, or residents for purposes of program development and/or implementation


	( Yes

( Yes

( Yes
	( No

( No

( No

	a) If ‘yes’ is checked in 1a, b, or c:  Is the probability and magnitude of harm or discomfort to human subjects involved in this study greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests?

b) Will the results of this study be submitted for publication?
	( Yes

( Yes


	( No

( No

	3.) Has this project been (or will it be) sent to an external funding agency?  If yes, list: agency, date of submission, and start date of funding.

	

	If you checked YES to any of question # 1 and you answered NO to both parts of question # 2 stop here.  Attach an abstract and discussion of any relevant human subjects issues.  Submit this application to the IRB administrator.  This study may be exempt from IRB review.  Otherwise, proceed to question # 4.

	4.) USE OF IDENTIFIABLE, POTENTIALLY IDENTIFIABLE AND PROTECTED HEALTH INFORMATION

a) In this study, will human subjects or information about human subjects be identifiable or potentially identifiable?

b) Will this study involve the use of protected health information of residents of the Abramson Center for Jewish Life?  Protected health information includes information from medical records, MDS, medical claims, and other health-related information.

If 4b is YES, please indicate the purpose(s) of the protected health information.

c) Activities in preparation for research studies (e.g., to identify and invite subjects to participate in the study or to determine if proxy consent is required).

d) Research activities other than those in preparation for conducting research.

If 4d is YES, and the study requires the signature of the Center’s privacy officer.  The officer’s signature indicates that he or she is aware that the proposed study will involve protected health information.

_____________________________________  

Abramson Center for Jewish Life privacy officer


	( Yes

( Yes

( Yes

( Yes
	( No

( No

( No

( No

	5.) Does this study involve any of the following human subject populations?

	Cognitively impaired individuals

Subjects less than 18 years of age


	( Yes

( Yes


	( No

( No



	6.) Which, if any, of the following categories of research would this study be considered (may check more than one)

	a) Clinical study of drugs or medical devices for which an investigational new drug study application is not required.

b) Research on medical devices for which an investigational device exemption application is not required or has the device been cleared/approved for marketing.

c) Collection of blood samples by finger, heel, or ear stick or venipuncture from healthy non-pregnant adults who weigh at least 110 lbs.

d) Prospective collection biological specimens for research purposes by non-invasive means.  (ex: hair & nail clippings)

e) Collection of data through non-invasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves.

f) Research involving materials (data, documents, records or specimens) that have been collected, or will be collected solely for non-research purposes (such as, medical treatment or diagnosis).

g) Collection of data from voice, video, or image recordings made for research purposes.

h) Research on individual or group characteristics or behavior (including but not limited to research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behaviors) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.


	( Yes

( Yes

( Yes

( Yes

( Yes

( Yes

( Yes

( Yes


	( No

( No

( No

( No

( No

( No

( No

( No



	If you answered NO to both a and b of question #4 and both parts of question #5 and answered YES to at least one part of question #6, stop here.  Attach an abstract and discussion of any relevant human subjects issues.  If this project involves human subjects, please include samples of the proper consent documents.

Submit the application to the IRB administrator.  Your project may be eligible for expedited review,

otherwise, continue this application.

	7.) This study will use as subjects (CHECK ALL THAT APPLY)

	Volunteers age 18 or older

     Abramson Center staff

     Abramson Center families

     Abramson Center residents without cognitive impairment

     Abramson Center residents with cognitive impairment

     Abramson Center volunteers

     Non-Center subjects without cognitive impairment

     Non-Center subjects with cognitive impairment

Volunteers under age 18

      Abramson Center volunteers

      Non-Center volunteers


	( Yes
( Yes
( Yes

( Yes


( Yes

( Yes
( Yes
( Yes


( Yes
	( No

( No

( No

( No

( No

( No

( No

( No

( No



	8.) What is the Purpose of this study and its Potential Benefits?                                            

	

	9.) Where will this Study take place?

	

	10.) What is the Time Period of the Study?

	

	11.) What is the Anticipated Duration of each Human Subjects involvement in the study?

	

	12.) How many Subjects will be Enrolled?

	

	13.) What is the Source of Subjects (in-patients, clinic, etc.)

	

	14.) What Method(s) will to be used to recruit subjects?

	

	15.) What is the Subject Inclusion Criteria?  (Be as specific as possible---e.g., blood pressure within X limit).

	

	16.) What is the Subject exclusion Criteria?


	

	17.) What will subjects be told about the research?

	

	18.) How will subject be identified in the data collected?

	

	19.) What procedures will be used to maintain subject confidentiality?

	

	20.) Please describe any consequences that could ensue if the information being collected were linked to a specific individual.  Specifically, does the information being collected potentially expose the subjects to the risk of criminal or civil liability, or could this information be damaging to the subjects’ financial standing, employability, insurability, reputation, or be stigmatizing?

	

	21.) Describe what monetary compensation, if any, there will be to the subjects.

	

	22.) Describe the Investigation Methods and Procedures: 

	Please attach an Abstract.



	23.) What special precautions will be followed to minimize risks or hazards:  (include toxicity schedules when applicable). 

	

	24.) How will you determine whether your subjects are already in other studies?  If they are, describe what measures you will take to (i) reduce respondent burden and (ii) insure that the other research study is not disturbed.

	

	25.) Describe exactly what demands will be made of Center staff for all phases, such as identifying subjects, transporting subjects, making ratings or discussing subjects.

	

	26.) What procedures will be followed to obtain consent from subjects, responsible parties?

	

	27.) In what setting will consent be obtained?

	

	28.) Provide name and describe human subjects training for all individuals authorized to obtain informed consent.  Attach certificate(s) documenting most recent training.

	

	29.) Will this study create any extra costs to the subjects for their participation?

	

	30.) Do you foresee any extra costs to third party payer because of subject’s participation in this study.

	


Please attach to this application all of the following that apply

1. Append to this form the one-page abstract of the research proposal and a copy of the grant proposal.  Otherwise, provide a summary and a detailed discussion of any human-subjects issues.

2. Attach your Consent Form(s) and/or Information Form(s)

3. For a study sponsored by a drug or device company the drug or device brochure.

4. Any advertisement used for recruitment.

5. If non-English versions of the consent will be used, these must be submitted in the translated language.

6. Copies of surveys, questionnaires, or other such research tools.

7. A completed conflict of interest form for all investigational co-investigators.

8. Certificate of human subjects training for all co-investigators and individuals authorized to obtain informed consent who are not staff members of Polisher Research Institute.

9. A CV or NIH Biosketch form for principal investigators. For other key personnel and personnel involved in data collection provide a brief description of the relevant qualifications and training of those individuals.

Submit complete package to:
Susanne Morganstein





IRB Administrator





Polisher Research Institute




1425 Horsham Road




North Wales, PA 19454

Address administrative questions to:  smorganstein@abramsoncenter.org or 215-371-1861


Address other questions to:              Scott Crespy, Ph.D.







                    Madlyn and Leonard Abramson Center for Jewish Life

                                                                 screspy@abramsoncenter.org or 215-371-1810
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