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Study Title:
___________________________________
___________________________________
___________________________________
___________________________________
___________________________________
___________________________________

Grant Title (if different):
___________________________________
___________________________________
___________________________________
___________________________________
___________________________________
___________________________________




	
Date Received
	
Date Approved





	
	
List Other Institutions Involved:
 NO      YES (If yes, specify the institution(s)) FWA #
_______________________________ FWA_________ 
_______________________________ FWA_________
_______________________________ FWA_________

Other Institution(s) IRB approval:
 NO      YES     In Progress
(If YES, Attach Copy of each IRB’s Approval Letter)

	
	
Sponsor:
[bookmark: Text8]     
	
Grant Number:
[bookmark: Text7]     

	
Principal Investigator(s):	IRB Training
Name/ Degree	Completed 
                                                                  No   Yes 

                                                                  No   Yes 

                                                                  No   Yes  

                                                                  No   Yes 

(Attach copy of training certificate)
	
Employee of:	   (check all that apply)

     NYS DOH
     Health Research, Inc.
     Wadsworth Center
     Albany Medical Center
     Other

	
	
Anticipated Start Date:

    (        /         /        )
	Expected  # Subject Enrollment:
________________



Reason for applying to the IRB: (check all that apply)

A.  Exempt                                D.  Vital Records Data Request            G.  5 Year Review
B.  Expedited Review		E.  Cancer Registry Request		H.  Request to Re-open
C.  Full Review		F.  Other Registry Request			Closed/Expired Study

Check all that apply to your research study:

 De-Identified Data or Specimens (Exempt)
 Children and Minors (Expedited/Full)
 Cognitively Impaired (Expedited/Full)
 Incapacitated Adults (Expedited/Full)
 Fetuses, in vitro fertilization (Expedited/Full)
 International Research (Exempt/Expedited/Full)


 Normal Volunteers (Exempt/Expedited/Full)
 Pregnant Women (Expedited/Full) 
 Prisoners (Expedited/Full)
 Students, Employees (Exempt/Expedited/Full)
 Blood Spots (Expedited/Full)
 Clinical Trial (Full)
	

Investigational Drugs, Devices and Biologics:
IND/BBINDs:                   Investigational Drug/Biologic names:  _____________________________________
IDEs:                     	Investigational Device names: ___________________________________________
Does anyone listed as an Investigator on this study have a financial or ethical conflict of interest?    YES     NO 
Each Investigator MUST attach a signed Disclosure of Reportable Interest in Research Project Form (DOH-3995)

A COPY OF THE PROTOCOL AND ANY SUPPORTING DOCUMENTATION MUST ACCOMPANY THIS APPLICATION

                                                                              

A.  EXEMPT
Check the appropriate criteria for an Exemption:
	
 
	
Normal Educational Practices and Settings

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

	
 
	
Anonymous Educational Tests, Surveys, Interviews or Observations

(2)  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior, unless (a) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects AND (b) 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.	

	
 
	
Identifiable Subjects in Special Circumstances

(3)  Research involving the use of educational tests, survey procedures, interview procedures, or observation of public behavior that is not exempt under category 2, if: 
   (a)	the human subjects are elected or appointed public officials or candidates for public office or 
   (b)	federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	
 

	
Collection or Study of Existing Data

(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.

	
 
	
Public Benefit or Service Programs

(5)  Research and demonstration projects that are conducted by or subject to the approval of department or agency heads and that are designed to study, evaluate, or otherwise examine:
   (a)	public benefit or service programs, 
   (b)	procedures for obtaining benefits or services under those programs,
   (c)	possible changes in or alternatives to those programs or procedures, or 
   (d)	possible changes in methods or levels of payment for benefits or services under those programs.

	
 
	
Taste and Food Evaluation and Acceptance Studies

(6)  Taste and food quality evaluation and consumer acceptance studies:
   (a)	if wholesome foods without additives are consumed, or 
   (b)	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.


Attach the protocol and any other supporting documents. An ORIGINAL and ONE copy are required for IRB review.

B.  EXPEDITED REVIEW 

Research activities involving no more than minimal risk[footnoteRef:1] to human subjects, and involve only procedures listed in one or more of the following categories MAY be eligible for the Expedited Review procedure.  The Expedited Review procedure MAY NOT be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects= financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal. [1: When the probability and magnitude of harm or discomfort anticipated in the proposed 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.] 


Check appropriate criteria for Expedited Review:
	 
	
(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
   (a)	research on drugs for which an investigational new drug application (21 CFR Part 312) is not required.  (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)
   (b)	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.

	    

	
(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
   (a)	from healthy, nonpregnant adults who weigh at least 110 lbs.  For these subjects, the amounts drawn may not exceed 550 ml in an 8-week period and collection may not occur more frequently than 2 times per week; or
   (b)	from other adults and children[footnoteRef:2], considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected.  For these subjects, 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. [2: Children are defined in the HHS regulations as persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.@ 45 CFR 46.402(a)] 


	 







	
(3) Prospective collection of biological specimens for research purposes by noninvasive means. Examples: 
   (a)	hair and nail clippings in a nondisfiguring manner; 
   (b)	deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; 
   (c)	permanent teeth if routine patient care indicates a need for extraction; 
   (d)	excreta and external secretions (including sweat); 
   (e)	uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; 
   (f)	placenta removed at delivery; 
   (g)	amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; 
   (h)	supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques;
   (I)	mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings;
   (j)	sputum collected after saline mist nebulization.

	 


	
(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.) Examples: 
   (a)	physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy;
   (b)	weighing or testing sensory acuity; 
   (c)	magnetic resonance imaging; 
   (d)	electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography;
   (e)	moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

	
	
(5) Research involving materials (data, documents, records, or specimens) that have been collected for any reason, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis).  (NOTE: some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4) This listing refers only to research that is not exempt.)

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

	 
	
(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.  (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3).  This listing refers only to research that is not exempt.)

	 
	
(8) Continuing review of research previously approved by a convened IRB as follows: (a) where (I) the research is permanently closed to enrollment of new subjects (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for the long term follow-up of subjects; or (b) where no subjects have been enrolled and no additional risks have been identified or (c) where the remaining research activities are limited to data analysis.

	 
	
(9) Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.



Attach the protocol, informed consent form(s) (or written request for a waiver of informed consent), a description of how consent will be obtained, copies of other IRB approval(s) (if available) and any other necessary documents to this form.  An ORIGINAL and FIVE (5) copies are required for IRB review.


C.   FULL REVIEW

Any study involving greater than minimal risk or not meeting the exempt or expedited status must receive Full Review by a quorum of all IRB members in attendance at a full board meeting.
Do you plan to enroll subjects from vulnerable or select populations listed on page one?  	□ Yes 	□ No
Are you collecting sensitive information such as sexual behavior, HIV status, recreational drug use, illegal behaviors, child/physical abuse, immigration status, etc:					□ Yes 	□ No
Do you plan to obtain a federal Certificate of Confidentiality for this study:			□ Yes 	□ No

Will the study involve any of the following?
	
Fetal tissue
	□ Yes 
□ No
	
Genetic studies on subjects’ specimens:
	□ Yes 
□ No

	
Storage of subjects’ specimens for future research
	□ Yes 
□ No
	
Recombinant DNA or gene transfer to human subjects
	□ Yes 
□ No



Submit an ORIGINAL and 18 Copies of entire packet for IRB review. 

Please describe in detail the following:

1. Please describe in detail how the research plan adequately provides for monitoring the data collected to ensure the safety of the subject.
[bookmark: Text1][bookmark: _GoBack]Description:     





2. Please describe in detail how the protocol adequately protects the privacy of subjects and maintains confidentiality of the data.
[bookmark: Text9]Description:     





3. Please describe in detail how the monetary incentive indicated does not appear to be coercive for the participant population identified.
[bookmark: Text3]Description:      





4. Please describe in detail how when some or all of the subjects are likely to be vulnerable to coercion or undue influence, additional safeguards have been included in the study to protect the rights and welfare of these subjects. 
[bookmark: Text4]Description:     





5. Please describe in detail specific additional protections that are included for research involving fetuses, pregnant women, human in vitro fertilization, prisoners, and children as specified in the federal regulations. 
[bookmark: Text5]Description:     





6. Please describe in detail your Informed Consent process. 
[bookmark: Text6]Description:      

D, E, F.   REGISTRY REQUESTS
Requests for registry data requiring IRB approval must submit an ORIGINAL and 5 Copies of the entire package to be reviewed at the scheduled bi-monthly IRB meeting.  For Vital Records requests use DOH form 4269 – Request for Access to NYS Vital Records Data.  Cancer Registry Request should use the Application for Research Use of Personal Identifiable Information.

G.   5 YEAR REVIEW
If the original submission was approved as an exemption, and still qualifies as an exemption, complete section A.  If the original submission was approved as an expedited review, and still qualifies as an expedited review, complete section B.  If your original submission was approved as a full review, you must complete section C. and submit to the full Board meeting that falls BEFORE your five-year review due date.  Please send in the original application and 4 copies.

1. REQUEST TO RE-OPEN CLOSED/EXPIRED STUDY
Submit an ORIGINAL and 5 Copies of the entire package are required for IRB reviewed.



As Principal Investigator of this study, I assure the IRB that, as required by federal regulations:

Proposed changes in approved studies will be presented to the IRB for review and approval prior to initiation except where necessary to eliminate apparent immediate hazards to the subjects.

The IRB, appropriate Institutional Officials, the Office for Human Research Protections (OHRP) and the FDA, if applicable, will be promptly informed of any unanticipated problems involving risks to subjects or others and research related injuries.

The informed consent of the subject will be obtained by the investigator in the manner and format approved by the IRB prior to the initiation of the study.

The study will be resubmitted to the IRB for continuing review at the interval determined by the IRB to be appropriate to the risk, but not less than once a year.

All protocols involving human subjects or specimens obtained from human subjects, whether performed at DOH or elsewhere, in the grant listed on this application, have been described in this application or have already been approved by the IRB.


_____________________________________________________		_________________
Signature: Principal Investigator		Date


                                                                                                  _________ 		___________________                                     
Signature: Center Director or Other Authorized Institutional Official		Date
	

                                                                                  __________              		 ___________________                                  
Signature: Institutional Review Board  		Date			


Send Completed Forms to:	NYSDOH/Institutional Review Board
Empire State Plaza, Corning Tower, Room 474
Albany, NY 12237

For Questions Call:	(518) 474-8539

For Questions send E-Mail to:	irbbml@health.state.ny.us



KEY STUDY PERSONNEL (Include all individuals responsible for the design or conduct of the study).


Principal Investigator Name/ Degree: __________________________________________________
Address: __________________________________________________________________________
Human Subjects Protection Training Certificate:					□ Yes		□ No
Disclosure of Reportable Interest in Research Project Form (DOH-3995):	□ Yes		□ No
Phone Number (_____) ______-___________		Fax Number (_____) ______-___________
E-mail: _______________________________________ 


Co-Investigator Name/ Degree: _______________________________________________________
Address: __________________________________________________________________________
Human Subjects Protection Training Certificate:					□ Yes		□ No
Disclosure of Reportable Interest in Research Project Form (DOH-3995):	□ Yes		□ No
Phone Number: (______) ______-__________		Fax Number (_____) ______-___________
E-mail: _______________________________________		


Co-Investigator Name/ Degree: _______________________________________________________
Address: __________________________________________________________________________
Human Subjects Protection Training Certificate:					□ Yes		□ No
Disclosure of Reportable Interest in Research Project Form (DOH-3995):	□ Yes		□ No
Phone Number: (______) ______-__________		Fax Number (_____) ______-___________
E-mail: _______________________________________		


Co-Investigator Name/ Degree: _______________________________________________________
Address: __________________________________________________________________________
Human Subjects Protection Training Certificate:					□ Yes		□ No
Disclosure of Reportable Interest in Research Project Form (DOH-3995):	□ Yes		□ No
Phone Number: (______) ______-__________		Fax Number (_____) ______-___________
E-mail: _______________________________________		


Study Coordinator Name/ Degree: _____________________________________________________
Address: __________________________________________________________________________
Human Subjects Protection Training Certificate:					□ Yes		□ No
Disclosure of Reportable Interest in Research Project Form (DOH-3995):	□ Yes		□ No
Phone Number: (______) ______-__________		Fax Number (_____) ______-___________
E-mail: _______________________________________	


PROVIDE COPIES OF TRAINING CERTIFICATES & 
REPORTABLE INTEREST in RESEARCH PROJECT FORMS 
FOR EACH LISTED INVESTIGATOR
*(use additional sheets if necessary)
