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Human Study Protocol Application

Please type your responses in the spaces provided. Use as much space as necessary (the spaces will expand). Please answer each question – if a question is not applicable, please put N/A in the appropriate space.

1. Title of Protocol: 
      

2a. Principal Investigator: 
     
 
Institutional and address:
      


     



     

Department: 
     
 
Phone Number: 
     

Fax Number: 
     

E-mail address: 
     
b. Contact information for person responsible for submitting IRB materials (if different from PI)


Name: 
     

Title: 
     

Phone Number:
     

Fax Number:
     

E-mail address:
     
Principal investigators must notify the IRB administrator immediately of any address, telephone number, fax number, and e-mail changes. Please note that the PI’s human subjects certification must be on file at HSL Research Administration or attached with the application. Also note that all research staff involved in this protocol must complete the human subjects certification training.

3. Required Signatures: By signing this application form:

· I agree to accept responsibility for the rights and welfare of the human subjects involved with this study.

· I agree that the benefits outweigh the risks to the participants in this study.

· I certify that, to the best of my knowledge, I am in compliance with the Department of Health and Human Services and Federal Drug Administration, policies and procedures regarding the protection of human subjects.

      
     /     /     
Principal Investigator 
Date 

4. Co-Investigators/Key Personnel

* Copies of human subject protection certification for each person attached:  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 On file

	Name
	Department Address
	E-mail
	Telephone

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5. Is HSL the grant-sponsoring institution (i.e., grant awarded through HSL)?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

If NO, list below and please attach a copy of the scientific section of the grant application (Section A-D of NIH grants) plus Human Subjects section (Section E). A copy of the IRB approval letter and current approved Consent Form from this institution must be attached.

IF NO: Please Provide Grant-Sponsoring Institution Name:      
6.  Project Funding

a) 
Full title of Grant or Funding Application: 

      

b) Source for Funding:


 FORMCHECKBOX 
 Federal
 FORMCHECKBOX 
 Private Foundation 


 FORMCHECKBOX 
 Subcontract 
 FORMCHECKBOX 
 Department Funds 


 FORMCHECKBOX 
 Fellowship
 FORMCHECKBOX 
 Other

c) Please specify funding source (including grant or contract number, if appropriate): 

     
d) Has this protocol been scientifically reviewed by the grant or funding agency?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

IF NO: Identify scientific review committee, if any:      
7. Do you or any investigator participating in this study have a financial interest(s)* in any organization that would reasonably appear to be affected by the outcome of this research? (*A financial interest is a “significant financial interest” which must be disclosed if income from one company is expected to exceed $10,000, or represents 5% or more ownership interest (total ownership interest of faculty member, spouse and dependent children)
             Yes (If yes, each investigator with a conflict must complete the Conflicts of Interest in Research
                     disclosure form.)


 No 
8. Summary of Protocol: Please include a 1-3 sentence summary of each section, or attach a 1-2 page summary of the study protocol. (A copy of the entire scientific section of the related NIH grant application is not acceptable)

a) Specific aims:      
b) Study design:      
c) Participant selection:      
d) Plan for confidentiality of data:      
9. Research Participation Information: If you are conducting your research without any contact with human research subjects, such as a study being conducted using de-identified secondary data, make sure this is explained clearly in section 8, and  check N/A to the right and skip to Section 13. 


Sections 8-11 Not Applicable – the proposed research is not human subjects research  FORMCHECKBOX 
 

a)
Inclusion Criteria:      
b) Exclusion Criteria:      
c)
Expected date recruitment will begin (MM/DD/YYYY):      /     /     
d)
Expected duration of participation of each participant:       

e)
*Will recruitment materials (brochures, flyers, e-mail, etc.) be used?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
IF YES, Please specify:      

IF YES, Are the recruitment materials included with this application?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Please note that recruitment materials must be submitted to the HSL IRB for review and approval prior to implementation

f)
Expected number of individuals to be screened for enrollment:      
g)
Expected number of individuals to be enrolled:      
Age range:      
Gender:  FORMCHECKBOX 
 Males  FORMCHECKBOX 
 Females

Persons of Hispanic or Latino heritage or ethnicity:  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Persons who might best describe their racial identity as: 


 FORMCHECKBOX 
 American Indian or Alaska Native

 
 FORMCHECKBOX 
 Asian

 
 FORMCHECKBOX 
 Black or African American


 FORMCHECKBOX 
 Native Hawaiian or Other Pacific Islander


 FORMCHECKBOX 
 White

h) Will individuals to be enrolled include HRC residents?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

i) Will individuals to be enrolled include residents of HSL communities?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

IF YES, Please specify:      
j)
Vulnerable Populations. If your protocol is designed to recruit any specific subsets or groups of populations that are considered vulnerable populations by the Federal Government check the category(s) below and please state how you will incorporate human subject protections specifically for those vulnerable groups.


 FORMCHECKBOX 
 decisionally impaired
 FORMCHECKBOX 
 patients/ nursing home residents

 
 FORMCHECKBOX 
 low literate
 FORMCHECKBOX 
 employees/students/fellows/faculty

 
 FORMCHECKBOX 
 economically disadvantaged
 FORMCHECKBOX 
 prisoners or detainees

 
 FORMCHECKBOX 
 children under age 18 *
 FORMCHECKBOX 
 persons with a stigmatized health condition
 
 FORMCHECKBOX 
 pregnant women
 FORMCHECKBOX 
 non-English speaking

* If yes, please provide a copy of the minor’s assent form with this application.

k) Briefly Describe the structure/plan to report adverse events to HSL IRB.      
 l) Does this study have a Data Safety Monitoring Board (DSMB)?

 FORMCHECKBOX 
 Yes [please note that prompt submission of each DSMB report to the IRB is required.]
 FORMCHECKBOX 
 No

m) Abnormal Findings. Please describe how abnormal medical findings that require further follow up will be handled.
     
10. Informed Consent and Participant Materials: 


Sections 8-12 Not Applicable – the proposed research is not human subjects research  FORMCHECKBOX 
 

a) 
Full disclosure of the study and of subjects’ rights should be given verbally to the subjects including all the information in the informed consent form. A copy of the informed consent form must be included with this application. Please describe the informed consent process in detail (please include information about who will be consenting these individuals): 

     
b) 
Consent Waiver. Are you, as principal investigator, requesting a waiver of any required element of informed consent? 

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, please specify:      
c)
Submission of participant materials. All copies of written and oral interview scripts and questions, questionnaires and surveys to be used in this study must be provided to the HSL IRB for review and approval prior to implementation.

 FORMCHECKBOX 
 Yes, material attached

 FORMCHECKBOX 
 Material will be sent at later date prior to implementation

 FORMCHECKBOX 
 N/A, this project will use existing, secondary data

 FORMCHECKBOX 
 Other: please specify:      
11. Investigational New Drug or Device 30 Day Delay Requirement:


Sections 8-12 Not Applicable – the proposed research is not human subjects research  FORMCHECKBOX 
 

a)
Does this study involve an investigational new drug (within the meaning of 21 U.S.C. 355 (i) or 357 (d)) or a significant risk device (as defined in 21 CFR 812.3 (m)? If unsure, please visit the FDA website: http://www.fda.gov/oc/ohrt/irbs/default.htm 

  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, please identify the drug or device:      
b)
Please state whether the 30-day interval required for investigational new drugs and for significant risk devices has elapsed, or whether the FDA has waived that requirement. 

     
c)
If the 30 day interval has expired, please state whether the FDA has requested that the drug or device be withheld or restricted for use in human subjects. 

     
d) 
Drugs. List all Drugs to be Used and Dosages (whether investigational, prescription, OTC): 

	Drug Description
	Dosage

	     
	     

	     
	     

	     
	     

	     
	     


attach separate sheet if necessary
12. Radiation to be Used:


Sections 8-12 Not Applicable – the proposed research is not human subjects research  FORMCHECKBOX 
 

a) Will ionizing radiation (x-rays and/or radiopharmaceuticals) be used?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

b) Will non-ionizing radiation (MRI, ultrasound, lasers, ultraviolet) be used?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
 Please note that a suitable radiation risk statement must be incorporated in the consent form.

13. Data Sources:

a) Will data from this study be linked to human subjects or contain any personal identifier? Please refer to http://privacyruleandresearch.nih.gov/ for the list of identifiers covered under the HIPAA Privacy Rule.  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

 b) How will/are the data be de-identified?      
c) Certification of de-identification. Research which involves the use of “de-identified” Protected Health Information (PHI) is exempt from HIPAA requirements. To qualify for exemption, the following identifiers must be stripped from the record. Check every box, confirming that these identifiers will not be used in the project.

 FORMCHECKBOX 
 Names (individual, employer, relatives, etc.)

 FORMCHECKBOX 


 FORMCHECKBOX 
 Address (street, city, county, precinct, zip code – initial 3 digits if geographic unit contains less than 20,000 people, or any other geographical codes)

 FORMCHECKBOX 


 FORMCHECKBOX 
 Telephone and Fax numbers

 FORMCHECKBOX 


 FORMCHECKBOX 
 Social Security numbers

Dates (except for years)

 FORMCHECKBOX 


 FORMCHECKBOX 
  Birth date

 FORMCHECKBOX 


 FORMCHECKBOX 
  Admission date

 FORMCHECKBOX 


 FORMCHECKBOX 
  Discharge date

 FORMCHECKBOX 


 FORMCHECKBOX 
  Date of death

 FORMCHECKBOX 


 FORMCHECKBOX 
  Ages >89 and all elements of dates indicative of such age (except that such age and elements may be aggregated into a category “Age >90”)

 FORMCHECKBOX 


 FORMCHECKBOX 
 E-mail addresses

 FORMCHECKBOX 


 FORMCHECKBOX 
 Health Plan Beneficiary numbers

 FORMCHECKBOX 


 FORMCHECKBOX 
 Account numbers


 FORMCHECKBOX 


 FORMCHECKBOX 
 Certificate/license numbers

 FORMCHECKBOX 


 FORMCHECKBOX 
 Vehicle Identifiers and Serial numbers (e.g., VINs, License Plate numbers)

 FORMCHECKBOX 


 FORMCHECKBOX 
 Device Identifiers and Serial Numbers

 FORMCHECKBOX 


 FORMCHECKBOX 
 Web Universal Resource Locators (URLs)

 FORMCHECKBOX 


 FORMCHECKBOX 
 Internet Protocol (IP) address numbers

 FORMCHECKBOX 


 FORMCHECKBOX 
 Biometric Identifiers (e.g. finger or voice prints)

 FORMCHECKBOX 


 FORMCHECKBOX 
 Full face photographic images) and any comparable images

 FORMCHECKBOX 


 FORMCHECKBOX 
 Any other unique identifying number, characteristic, or code

d) Covered Entities. Are any of the data coming from covered entities under Health Insurance Portability and Accountability Act (HIPAA)?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, please describe:      
e) HIPAA Waiver. Is a HIPAA Waiver of Authorization being requested?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Please provide HIPAA authorizations from the covered entity and waiver requests with this application. If unsure of HIPAA applicability, please review the federal guidelines: http://privacyruleandresearch.nih.gov/ or call the HSL IRB Administrator.

14. Genetic Analysis:

a)
Does this study involve genetic analysis?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No If no, skip to Section 15.

b)
What genetic material will be studied (blood, tissue, DNA)?      
c) Please specify whether the genetic analysis involves pedigree, positional cloning, mutational polymorphism, or gene therapy research. 

     
d) Please specify whether: (check all that apply)

  FORMCHECKBOX 
 stored samples already exist

  FORMCHECKBOX 
 stored samples already exist from a previously approved study

  FORMCHECKBOX 
 samples will be collected specifically for this study

  FORMCHECKBOX 
 samples collected are part of routine clinical procedure

  FORMCHECKBOX 
 samples are discarded, already existing, and de-identified

e) If stored samples will be used, did the participants consent to the use of their stored sample(s)?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

 IF YES, Was the consent prospective to collection of the sample, or retrospective of the collection of the sample? Please describe:

     
f) Will identifiers be maintained?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

 IF YES, please specify:      
g) When will sample be discarded?      
h) Are any of the diseases being studied considered preventable?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

i) Is there a possibility of an incidental finding of genetic condition in the current protocol?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

 IF YES, is there a plan to disclose this to the individual?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

j) Will this information be kept confidential from third parties such as employers, or insurance companies, or will findings be included in the participant’s medical record for clinical treatment?

     
k) Does this involve transfer of genetic material or transplantation of animal tissue into humans? Please note that these issues must be disclosed in the informed consent form.  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

15. Application for Exemption. Certain research activities may be exempt from review. If you believe that your research constitutes one of the types of research which may be exempt from review, please make sure that your description in #8 includes (1) the specific category under which the research may be exempt, (2) the human material to be reviewed, and (3) the manner in which all subject materials will be identified to the researchers and in all records made by the researchers.

APPLICABLE CATEGORY (Please check at least 1 below and support this claim in #8, above).

 FORMCHECKBOX 
 45 CFR 46.101(b)(1)
Research conducted in established or commonly accepted educational settings, involving normal educational practices such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

 FORMCHECKBOX 
 45 CFR 46.101(b)(2)
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. 

  FORMCHECKBOX 
 45 CFR 46.101(b)(3)
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not otherwise exempt if: (i) The human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter. 

 FORMCHECKBOX 
 45 CFR 46.101(b)(4)
Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 

 FORMCHECKBOX 
 45 CFR 46.101(b)(5)
Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs. 

 FORMCHECKBOX 
 45 CFR 46.101(b)(6)
Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

16. Application for Expedited Review.  Some categories of human subjects research that do not qualify for exemption qualify for expedited review. Complete this section if you would like to apply for expedited review.

a) Protected participant classes. Does the project involve (Check all that apply)

 FORMCHECKBOX 
 clinical studies of medical devices, procedures, treatments or drugs?

 FORMCHECKBOX 
 pregnant women, fetuses, neonates or human in vivo fertilization?

 FORMCHECKBOX 
 prisoners

 FORMCHECKBOX 
 deception of participants

 FORMCHECKBOX 
 None of the Above – IF NONE, THEN PROCEED. 

b) Risk Assessment. Does any part of the project involve more than minimal risk? Minimal risk means that 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.

the project involve (Check all that apply)

 FORMCHECKBOX 
 Yes, the project involves more than minimal risk – STOP: PROJECT NOT ELIGIIBLE

 FORMCHECKBOX 
 No, the project does not present more than minimal risk – PROCEED

 FORMCHECKBOX 
 NA, the project involves existing data PROCEED

Please provide detail justifying risk assessment:      
c) Confidentiality and Disclosure. Could identification of the subjects and/or their responses reasonably place them at risk of criminal or civil liability or be damaging to the subject’s financial standing, employability, insurability, reputation, or be stigmatizing?

 FORMCHECKBOX 
 Yes, identification or disclosure of responses could be harmful 

IF YES, if reasonable and appropriate protections be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal, the project may be eligible for Expedited review. Please describe:

     
 FORMCHECKBOX 
 No, identification or disclosure of responses would not be harmful 

 FORMCHECKBOX 
 NA, data are de-identified 

d) Expedited Review Category.
 FORMCHECKBOX 
 (1a) Clinical studies of drugs where a investigational new drug application (21 CFR Part 312) is not required

 FORMCHECKBOX 
 (1b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

 FORMCHECKBOX 
 (2a) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from healthy, nonpregnant adults who weigh at least 110 pounds in the amounts drawn not exceeding 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week.

 FORMCHECKBOX 
 (2a) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from other adults that are not healthy, nonpregnant or who weight less than 110 pounds, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

 FORMCHECKBOX 
 (3) Prospective collection of biological specimens for research purposes by noninvasive means.

 FORMCHECKBOX 
 (4) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

 FORMCHECKBOX 
 (5) Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). 

 FORMCHECKBOX 
 (6) Collection of data from voice, video, digital, or image recordings made for research purposes.

 FORMCHECKBOX 
 (7) 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 behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. 

[OFFICE USE ONLY]


Protocol #: 	____________


IRB Review 


Date	_____/_____/_____


Initial Approval 


	Full Board _____


	Expedited Review_____ 


	Exempt _____


Risk Appraisal


	No more than minimal risk ____


	More than minimal risk _____








Rev 09/27/11


_1252303671.bin

