	NEW PROTOCOL APPLICATION
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      


CHECKLIST SHOULD BE THE COVER PAGE FOR ALL NEW PROTOCOL 

SUBMISSIONS INVOLVING CONTACT WITH HUMAN SUBJECTS

For full committee review, submit the signed original and 20 complete, collated copies to the IRB office.  

(To conserve paper, please make double-sided copies. If copies are not collated, they will be returned to the PI.)
For expedited review, submit only the signed original and 1 complete copy of all materials.  

The following documents must be included in all applications:

 FORMCHECKBOX 

New Protocol Application

 FORMCHECKBOX 

Informed Consent/authorization form
Version/Date:       

 FORMCHECKBOX 

Protocol (Sponsor / Investigator)
Version/Date:      
 FORMCHECKBOX 

Conflict of Interest and Scientific Misconduct form. (Each investigator must sign a separate form.)

 FORMCHECKBOX 

Current (within 3 years) Certification of Human Research Protections for all research personnel (if not on file with the IRB)
 FORMCHECKBOX 

Certification of HIPAA Privacy Training for all research personnel (if not on file with the IRB)
 FORMCHECKBOX 

Current (within 3 years) CVs for all investigators (if not on file with the IRB)
The following documents must also be included as directed for studies involving vulnerable populations (children, pregnant women, economically-disadvantaged persons, workers at off-site locations, developmentally-disabled persons, students/staff at National Jewish Health).

 FORMCHECKBOX 

Child Assent form
Version/Date:      
 FORMCHECKBOX 

Child Research Assessment form

 FORMCHECKBOX 

Research Involving Pregnant Women or Fetuses form

 FORMCHECKBOX 

Research Involving Vulnerable Populations form

The following documents must be included when applicable:

 FORMCHECKBOX 

Advertisements / Recruitment Materials

 FORMCHECKBOX 

Data Safety Monitoring Plan (DSMP) Addendum

 FORMCHECKBOX 

Fee Waiver Request form (for non-industry sponsored research)

 FORMCHECKBOX 

Genetics Addendum

 FORMCHECKBOX 

Grant Proposal

 FORMCHECKBOX 

HIPAA Authorization (HIP 004) submitted as a standalone document
 FORMCHECKBOX 

Investigational Device Exemption (IDE) Addendum

 FORMCHECKBOX 

Investigational New Drug (IND) Addendum

 FORMCHECKBOX 

Instruments (e.g., Surveys, Questionnaires, Telephone Scripts)

 FORMCHECKBOX 

Investigator’s Brochures / Package Inserts (only two copies are required even for full committee review.)
 FORMCHECKBOX 
 
NJH Clinical Trial Listing form 
 FORMCHECKBOX 

Recruitment Authorization to be Contacted about Research (HIP-001)

 FORMCHECKBOX 

Waiver of Informed Consent / Waiver of Documentation of Informed Consent Request

 FORMCHECKBOX 

Waiver of HIPAA Authorization / Partial Waiver of HIPAA Authorization (HIP-020)

 FORMCHECKBOX 

Supplemental Access to NJH Repositories form

List all other attachments:      

	NEW PROTOCOL APPLICATION
	NJH IRB


	PART 1: ADMINISTRATIVE REQUIREMENTS

	1.1
Protocol Information:

	HS#:      
	CTRC# (if applicable):      
	Date:      

	Protocol Title:      

	Type of Submission:
 FORMCHECKBOX 
 Initial Application
 FORMCHECKBOX 
 Amended Application (after initial approval)

	Proposed Project Dates: 
From IRB Approval Date to   /     (Month/Year, e.g., 12/2011)


	1.2.1 
PRINCIPAL INVESTIGATOR: (Only NJH faculty may serve as Principal Investigator.)

	Principal Investigator:

     
	Department:

     
	Campus Mailing Address:

     

	Phone Number/(Direct) Ext:

     
	Fax Number:

     
	E-mail Address:

     


	1.2.2 
IRB CONTACT PERSON: (The person with whom the IRB should correspond)

	IRB Contact:

     
	Department:

     
	Campus Mailing Address:

     

	Phone Number/Ext:

     
	Fax Number:

     
	E-mail Address:

     


	1.2.3 
co-INVESTIGATORs: Any individual member of the research team designated and supervised by the investigator at a trial site to perform critical study-related procedures and/or to make important study-related decisions (e.g., associates, residents, research fellows) and/or make direct and significant contributions to the data. Significant contributions also include the study, interpretation, or analysis of identifiable data, including publication credit.  Note: OHRP does not consider the act of solely providing coded private information or specimens (for example, by a tissue repository) to constitute involvement in the conduct of the research.

	Co-Investigator 1:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Co-Investigator 2:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Co-Investigator 3:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Co-Investigator 4:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Attach additional sheets, as necessary. Click here if you are attaching additional sheets:  FORMCHECKBOX 



	1.2.4 
Research personnel: (Non-investigator staff)

	Research Staff 1:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Research Staff 2:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Research Staff 3:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Research Staff 4:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Attach additional sheets, as necessary. Click here if you are attaching additional sheets:  FORMCHECKBOX 



	1.3 
SOURCE OF RESEARCH AND FUNDING

	1.3.1
The research protocol and/or study materials were created by or provided by:

 FORMCHECKBOX 

Industry sponsor:      
 FORMCHECKBOX 

Consortium of institutions/organizations:      
 FORMCHECKBOX 

Investigator-initiated:      
 FORMCHECKBOX 

Other:      

	1.3.2
Source of funding (Check all that apply):   
 FORMCHECKBOX 

Industry sponsor:      
 FORMCHECKBOX 

Federal grant #:      
If National Jewish Health is the grant recipient, submit Grant Proposal.
 FORMCHECKBOX 

State or Local Government:      
If National Jewish Health is the grant recipient, submit Grant Proposal.
 FORMCHECKBOX 

PI’s Academic Enrichment Funds
 FORMCHECKBOX 
 National Jewish Departmental Funds

 FORMCHECKBOX 

CCTSI (CTRC)
 FORMCHECKBOX 
 None
 FORMCHECKBOX 

Other source of funding:      

	1.3.3 
Who is your contact in the Research Administration department for this study?      

	1.3.4 
The NJH IRB charges for review of all studies. Requests for fee waivers must be based on financial need or funding source. 

Are you requesting an exemption from the IRB fee for this project?
 FORMDROPDOWN 
(
If YES, complete and attach the Fee Waiver Request form
If NO, IRB personnel will invoice for IRB review.  Provide contact information for the responsible party below.

Company:
     
Contact Person:
     
Address:
     
     
Telephone:
     , ext.      
Email:
     
The NJH IRB Fee Schedule is available on the IRB website.


	1.4 
Location of Research

	1.4.1
Check the sites where you will have direct contact with subjects or identifiable data 
(not including recruitment). 

 FORMCHECKBOX 

National Jewish Health. Specify:

 FORMCHECKBOX 
 Main campus
 FORMCHECKBOX 
 NJH South Denver
 FORMCHECKBOX 
 NJH Highlands Ranch

 FORMCHECKBOX 
 NJH Aspen Valley
 FORMCHECKBOX 
 NJH Vail Valley
 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 

University of Colorado affiliates. Specify:
 FORMCHECKBOX 
 UCD Anschutz campus
 FORMCHECKBOX 
 University Hospital

Note: If necessary to perform research at other University of Colorado affiliates, the research proposal must be reviewed by COMIRB.

 FORMCHECKBOX 

HealthONE affiliates. Specify:

 FORMCHECKBOX 
 Rose Medical Center
 FORMCHECKBOX 
 Centennial Medical Plaza
 FORMCHECKBOX 
 Presbyterian/St. Luke’s

 FORMCHECKBOX 
 TMCA (North)
 FORMCHECKBOX 
 Sky Ridge Medical Center
 FORMCHECKBOX 
 Spalding Rehabilitation Center

 FORMCHECKBOX 
 TMCA (South)
 FORMCHECKBOX 
 North Suburban Medical Center

 FORMCHECKBOX 
 Swedish Medical Center
 FORMCHECKBOX 
 HealthONE Ambulatory Surgical Centers

 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 

Other. List site(s):      

	1.4.2 Check the sites where recruitment will be conducted. 

 FORMCHECKBOX 

National Jewish Health. Specify:

 FORMCHECKBOX 
 Main campus
 FORMCHECKBOX 
 NJH South Denver
 FORMCHECKBOX 
 NJH Highlands Ranch

 FORMCHECKBOX 
 NJH Aspen Valley
 FORMCHECKBOX 
 NJH Vail Valley
 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 

University of Colorado affiliates. Specify:
 FORMCHECKBOX 
 UCD Anschutz campus
 FORMCHECKBOX 
 The Children’s Hospital
 FORMCHECKBOX 
 Denver Health Medical Center

 FORMCHECKBOX 
 Colorado Prevention Center
 FORMCHECKBOX 
 University Hospital


 FORMCHECKBOX 
 Downtown Denver Campus
 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 

HealthONE affiliates. Specify:

 FORMCHECKBOX 
 Rose Medical Center
 FORMCHECKBOX 
 Centennial Medical Plaza
 FORMCHECKBOX 
 Presbyterian/St. Luke’s

 FORMCHECKBOX 
 TMCA (North)
 FORMCHECKBOX 
 Sky Ridge Medical Center
 FORMCHECKBOX 
 Spalding Rehabilitation Center

 FORMCHECKBOX 
 TMCA (South)
 FORMCHECKBOX 
 North Suburban Medical Center

 FORMCHECKBOX 
 Swedish Medical Center
 FORMCHECKBOX 
 HealthONE Ambulatory Surgical Centers

 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 

Other. List site(s):      


	1.5
IRB AND INSTITUTIONAL JURISDICTION

	1.5.1
Is this a multi-center study?
	 FORMDROPDOWN 
(
If YES, list total number of sites including NJH:      

	1.5.2
To the best of your knowledge, has this study been disapproved or withdrawn by another IRB?
	 FORMDROPDOWN 
(
If YES, attached a detailed explanation of what occurred.

	1.5.3 
Investigator responsibilities for research and recruitment conducted at non-NJH facilities. 

COMIRB Notification: 
· Research approval from the National Jewish Health IRB may be accepted by COMIRB under the terms of the cooperative agreement between NJH and the University of Colorado, Denver. It is the Investigator’s responsibility to contact COMIRB regarding research to take place in a facility under COMIRB’s purview. COMIRB has its own policy for secondary review of research. Be advised that COMIRB reserves the right not to accept the NJH IRB’s approval.

· It is the Investigator’s responsibility to contact each facility to obtain proper contracts or approval for research or recruitment conducted at that facility.

HealthONE Notification: 
· Research approval from the National Jewish Health IRB will be accepted by the HealthONE IRB under the terms of the Agreement for Services. The NJH IRB will forward approval documents, protocol, and informed consent documents to the HealthONE IRB on behalf of the investigator. After NJH approval, the investigator must complete the HealthONE IRB Registration Form using HealthONE’s electronic submission system. 
· The investigator must pursue a contract with each facility where research will be conducted. It is strongly recommended to contact the appropriate Ethics & Compliance Officer (ECO) prior to submitting for NJH IRB review in order to avoid delays in starting your project. Additional instructions and contact information for the ECOs can be found on the HealthONE IRB website: http://www.healthonecares.com/research/submitting-obtaining-services-from-hca-healthone-facilities.htm. 
Check the appropriate box below. 

 FORMCHECKBOX 

I agree to contact the appropriate non-NJH IRBs and facilities to obtain approvals for research and/or recruitment.

 FORMCHECKBOX 

N/A. No research or recruitment will be conducted at non-NJH facilities.


	1.6
Drugs, Devices and Biologics

	1.6.1
Mark the appropriate boxes concerning use of drugs, devices and biologics for this study: 

 FORMCHECKBOX 

Administration of investigational drugs/biological agents or investigational use of approved drugs/biological agents

If checked, 

1) 
List the research phase:       

2)
Complete and attach the Investigational New Drug (IND) Addendum and Investigator’s Brochure.

 FORMCHECKBOX 

Use of investigational devices or investigational use of approved/cleared devices? 
If checked, complete and attach the Investigational Device Exemption (IDE) Addendum and any device specifications.

 FORMCHECKBOX 

Approved Drugs (list applicable):      

If checked, provide a copy of the package insert.

 FORMCHECKBOX 

Approved/Cleared Devices (list applicable):      

If checked, provide a copy of the device specifications.

 FORMCHECKBOX 

Drugs for Bioequivalence studies (list applicable):      

If checked, contact the IRB office to determine whether an Investigational New Drug (IND) 
Addendum is required.
 FORMCHECKBOX 

No drugs, devices or biologics


	1.7
regulatory jurisdiction

	1.7.1
Mark the appropriate boxes for oversight / regulatory jurisdiction.

 FORMCHECKBOX 

Food and Drug Administration (FDA)

 FORMCHECKBOX 

Office for Human Research Protections (OHRP) (for all federally-funded research)

 FORMCHECKBOX 

Department of Defense. Branch:       
 FORMCHECKBOX 

Department of Energy

 FORMCHECKBOX 

Other:      
 FORMCHECKBOX 

None known



	PART 2: RESEARCH SYNOPSIS

	 FORMCHECKBOX 
 Click here if you are attaching a Protocol. If so, provide a page number and paragraph reference below. 

If there is not a protocol or the protocol isn’t sufficiently specific, answer the following questions in detail.

	2.1 
Purpose (Specify the hypotheses, aims and/or objectives)

	     

	2.2 
Background and significance (Explain rationale for the proposed investigation)

	     

	2.3 
design and methodology

	     

	2.4 
Data Analysis (How and by whom will data be analyzed?)


	     

	2.5 
REFERENCES

	     



	PART 3: SUBJECT INFORMATION

	3.1 
NUMBER OF SUBJECTS

	3.1.1 
How many subjects will be enrolled (meet all screening criteria) at NJH?       
What is the anticipated screen failure rate?      %
Considering the screen failure rate, how many subjects will you need to consent and screen in order to enroll the desired number of subjects?        

Explain how you determined these screening and enrollment estimates (e.g., power analysis):

     
Will you replace enrolled subjects who withdraw (or must be discontinued)?  FORMDROPDOWN 
(
If YES, how many?      
Provide any other pertinent considerations:      
NOTE: Investigators must seek IRB approval to consent or enroll more subjects than are requested/approved. 

	3.1.2
If this is a multicenter study, how many subjects will be enrolled in total?        
 FORMCHECKBOX 
 N/A 


	3.2
Subject Characteristics

	3.2.1
Specify exact age range:      . 

	3.2.2
Subject populations (Select all that apply):


Gender:
 FORMCHECKBOX 

Male
 FORMCHECKBOX 

Female


Race:
 FORMCHECKBOX 

Caucasian
 FORMCHECKBOX 

African American
 FORMCHECKBOX 

Asian American



 FORMCHECKBOX 

Hispanic
 FORMCHECKBOX 

Native American
 FORMCHECKBOX 

Pacific Islander



 FORMCHECKBOX 

Other:      

Language Spoken:
 FORMCHECKBOX 

English
 FORMCHECKBOX 

Spanish (only)
 FORMCHECKBOX 

Other:      

	3.2.3
Please select the box that best describes enrollment opportunity:

 FORMCHECKBOX 

All eligible subjects will have equal opportunity for participation

 FORMCHECKBOX 

There are enrollment goals for particular groups that may limit opportunities for some eligible subjects 
(e.g., desired apportionments by gender, race, age, geographic area, diagnosis, medication use, etc). 

If checked, describe (e.g., 10 children/20 adults; 70% smokers/30% nonsmokers, etc.): 

     

	3.2.4
Justify exclusion of any group not selected in 3.2.2 (including exclusion of Spanish-speaking subjects): 


 FORMCHECKBOX 
 N/A

     


	3.3
Eligibility Criteria 

	 FORMCHECKBOX 
 Click here if you are attaching a Protocol. If so, provide a page number and paragraph reference below. 

If there is not a protocol or the protocol isn’t sufficiently specific, answer the following questions in detail.

	3.3.1
Inclusion Criteria (Include all diagnostic criteria)
     

	3.3.2
Exclusion Criteria
     

	3.3.3
When and by whom will eligibility be determined?
     


	3.4 
Vulnerable Populations

	3.4.1
Does the research involve children (persons younger than age 18)?  FORMDROPDOWN 
(
If YES, complete and attach Child Research Assessment Form.

	3.4.2
Does the research include any of these potentially vulnerable populations?  FORMDROPDOWN 
( 
subjects unable to provide informed consent, 

subjects unable to read or speak English, 

fetuses, 

mentally/emotionally/developmentally disabled persons, 

economically disadvantaged, 

students or staff at NJH, or 

workers at off-site locations? 
If YES, complete and attach Research Involving Vulnerable Populations form. 

	3.4.3
Are pregnant women permitted to enroll in the study?  FORMDROPDOWN 
(

Are female subjects allowed to become pregnant during study participation?  FORMDROPDOWN 
(
If a female subject becomes pregnant, would you perform safety assessments or maintain contact for safety follow-up?  FORMDROPDOWN 
(
If a female subject becomes pregnant, would you need to collect medical records:

…about the pregnancy?  FORMDROPDOWN 
(
…about the offspring?  FORMDROPDOWN 
(
If you answered YES to ANY question in this section, 

1)
Complete the Research involving Pregnant Women or Fetuses form.

2)
Provide a detailed justification and plan for collecting any additional information (if applicable): 

     
NOTE: Any plans to collect information about the pregnancies/offspring or to modify study participation must be described in the protocol. If obtaining information about the offspring, the offspring must also be considered a research subject(s). Informed consent and HIPAA authorization must be sought for pregnancy-related assessments, follow-up, or medical record review. Consult the IRB about options for informed consent and/or HIPAA authorization.

	3.4.5
If a male subject’s female partner becomes pregnant, would you need to collect additional information? 
 FORMDROPDOWN 
(
If YES,

1) Complete the Research involving Pregnant Women or Fetuses form.
2) Would you need to collect additional information about the pregnancy?  FORMDROPDOWN 
(
3) Would you need to collect additional information about the offspring?  FORMDROPDOWN 
(
4) Provide a detailed justification and plan for collecting any additional information:

     
NOTE: Any plans to collect safety information from pregnant partners and/or offspring must be described in the protocol. The pregnant partner and/or offspring must be considered research subjects and the informed consent document and HIPAA authorization must be submitted for review. You may submit these documents at the time of initial study submission or at the time of pregnancy.



	PART 4: RECRUITMENT

	4.1 
How will participants be identified or recruited for this study? (Check all that apply)

	 FORMCHECKBOX 

	Study investigators and research staff will recruit patients with whom there is a current (within 5 years) clinical relationship. 

1)
For studies involving research-related treatment, ensure the Informed Consent form explains that subjects may ask for a second opinion about their care from another doctor who is not associated with this study.

2)
Provide detail about the recruitment process in the space below (i.e., how, when, where and by whom will potential subjects be approached).

     

	 FORMCHECKBOX 

	Study investigators will send a letter to colleagues asking for referrals of eligible patients interested in the study. 

	 FORMCHECKBOX 

	Study investigators or colleagues will send a letter to prospective subjects. 

	 FORMCHECKBOX 

	Prospective subjects will be asked to sign the Recruitment Authorization to be Contacted about Research form (HIP-001). 

	 FORMCHECKBOX 

	National Jewish Health Research Database. Complete the Supplemental Access to NJH Repositories form.

	 FORMCHECKBOX 

	Use of an NJH IRB approved recruitment database. List protocol number(s):      
Provide detail in the space below (e.g., how, when, where and by whom potential subjects are approached).

     

	 FORMCHECKBOX 

	Chart review 

	 FORMCHECKBOX 

	Clinical trial listing on the National Jewish Health website. Complete NJH Clinical Trial Listing form.

(This is a free service that increases exposure to prospective subjects – approximately 20,000 web views per year.)

	 FORMCHECKBOX 

	Print/media advertisements. 

	 FORMCHECKBOX 

	Other recruitment methods not listed above. Explain below:

     


	4.2
RECRUITMENT TOOLS

	4.2.1
The following recruitment tools are submitted for review:

 FORMCHECKBOX 
 Radio
 FORMCHECKBOX 
 Television
 FORMCHECKBOX 
 Letters to Prospective Subjects
 FORMCHECKBOX 
 Newspaper
 FORMCHECKBOX 
 Flyers/posters
 FORMCHECKBOX 
 Letters to Providers
 FORMCHECKBOX 
 Internet
 FORMCHECKBOX 
 Brochures
 FORMCHECKBOX 
 NJH Clinical Trial Listing form
 FORMCHECKBOX 
 Recruitment Authorization to be Contacted about Research form (HIP-001)
 FORMCHECKBOX 
 Other:      
As future recruitment materials are developed, they may be submitted using the Advertising Submission form.


	4.3
SCREENING prior to informed consent and authorization

	4.3.1
Describe how you will determine eligibility for the study prior to obtaining informed consent:

     

	4.3.2
Will you use a script to describe the study to subjects?  FORMDROPDOWN 
(
If YES, attach script.

If NO, explain how you will describe the study to subjects (e.g., use outline of protocol, etc).

     

	4.3.3
Will you examine NJH medical records or the NJH Research Database to determine eligibility prior to contacting subjects?  FORMDROPDOWN 
(
1)
Will you examine records for any patients/subjects where there is not a current treatment/research relationship?  FORMDROPDOWN 
(
2)
Will you print out, write down, or photocopy prospective subjects’ health information from a recruitment database to find prospective subjects for this particular study?  FORMDROPDOWN 
(
If you answered YES to either Question 1 or 2 in this Section (4.3.3),

a)
Request a Waiver of HIPAA Authorization. 

b)
Request a Waiver of Informed Consent. 

NOTE: For more information about regulatory requirements for examining records for recruitment purposes, review http://answers.hhs.gov/ohrp/questions/7257 and http://privacyruleandresearch.nih.gov/irbandprivacyrule.asp.


	4.4
DOCUMENTATION OF SCREENING PRIOR TO INFORMED CONSENT AND AUTHORIZATION

	4.4.1
Will you ask prospective subjects to send medical records for screening purposes?  FORMDROPDOWN 
(
Will you ask prospective subjects to sign a release of information to obtain medical records from other treatment providers for screening purposes?  FORMDROPDOWN 
(
If you answered YES to either question, describe process. 

     

	4.4.2
Will you write down, type, or record prospective subjects’ answers to screening questions?  FORMDROPDOWN 
(
If YES, attach questionnaire or describe process below.

     

	4.4.3
Will you retain any documentation/recording (e.g., health information, eligibility information, database printouts, or screening questionnaires) containing identifiable information for screening purposes before obtaining written informed consent and authorization?  FORMDROPDOWN 
( (This question does not include form HIP-001.)
If YES,
1)
When will you destroy the documentation if subjects qualify?      
2)
When will you destroy the documentation if subjects do not qualify?      
3)
How will confidentiality of documentation be protected?      


	4.5
CONTACTING SUBJECTS FOR SCREENING PRIOR TO INFORMED CONSENT AND AUTHORIZATION

	4.5.1 If you have contact with prospective subjects for the purposes of screening for this study and you wish to create or retain documentation that identifies the individual, you must:

1)
Obtain verbal informed consent from the subject for documenting screening. In order to obtain legally effective verbal consent, provide a telephone script that explains: 

a)
The purpose of the collection of the screening data and that the data are being collected for  research (e.g., to find out whether or not they qualify to take part in a particular research study)

b)
Whether any sensitive information will be collected

c)
What will happen with their information, including:

i)
How long the data will be kept

ii)
Who will receive any identifiable data

iii)
How information collected from the callers will be kept confidential (e.g., forms will be kept in a locked file cabinet and will not be used for any purpose other than determining study eligibility, etc.)

iv)
How any risks of breach of confidentially will be minimized (e.g., only authorized research personnel will have access to the forms; all personnel receive training and supervision regarding confidentiality practices, etc.)

v)
What will happen to the callers’ information if they do not wish to take part in or are not eligible for the study (e.g., form will be destroyed immediately/at the end of the screening phase, etc.)

d)
Language that answering questions for screening is voluntary. Individuals can refuse to answer questions or stop answering questions at any time and that any refusal or discontinuation will not negatively affect any relationship they may have with NJH or its affiliates.

2)
Request a Partial Waiver of HIPAA Authorization (using HIP-020, Waiver of HIPAA Authorization form). This allows for collection of identifiable health information until the subject signs an authorization form.

3)
Request a Waiver of Documentation of Informed Consent (the third section of the Waiver of Informed Consent form). This allows for a verbal informed consent process for collection and retention of the screening information.

NOTE: If you are already requesting Waivers of Authorization and Informed Consent in Section 4.3.3, the same waiver forms can also be used to describe documentation of information provided by subjects. Ensure that both parts of the screening process (Section 4.3.3 and 4.5.1) are described in the waiver applications.



	PART 5: PROCEDURES

	5.1 
Research Procedures

	5.1.1
List—visit by visit—all study procedures, tests, and questionnaires required for the study OR provide a page number and paragraph reference from the protocol. 

     

	5.1.2
Will subjects be asked to washout of excluded medications?  FORMDROPDOWN 
(
If YES,

1)
List the excluded medications:      
2)
How long must subjects washout prior to enrollment?      

	5.1.3
Will you screen for pregnancy as part of study participation?  FORMDROPDOWN 
(
If YES,

1)
How will you test for pregnancy?      
2)
Describe pregnancy testing in the consent form.

	5.1.4
Are subjects required to use pregnancy prevention measures as part of study participation?  FORMDROPDOWN 
(
If YES,

1)
Mark the box(es) to note whether male or female subjects (or both) should prevent pregnancy. 

 FORMCHECKBOX 
 Males 
 FORMCHECKBOX 
 Females
2)
Describe appropriate pregnancy prevention measures in the consent form.

	5.1.5
Will you collect information from subjects’ medical records or previous research records as part of data collection?  FORMDROPDOWN 
(   

If YES or AS NEEDED, 

1)
Describe the nature of information that will be collected:      
2) State the source of records:      
NOTE: If obtaining medical information about enrolled subjects from the National Jewish Health Research Database or ILD repository, submit the Supplemental Access to NJH Repositories form.

	5.1.6
Will you take photographs or perform video- or audio-recording of research subjects?  FORMDROPDOWN 
(   

If YES, consult institutional HIPAA policy 10.1.17, Photographing, Filming, and Recording of Patients (available on the NJH Spyderweb), and describe the recording methods in the HIPAA Authorization for Research (HIP-004) in the “Other” line in Section 3.

	5.1.7
Include a detailed explanation of experimental procedures or analyses. (All studies must describe an experimental component.)

     

	5.1.8
Specify early termination procedures.
 FORMCHECKBOX 
 N/A
     


	5.2 
Genetics

	5.2.1
Does the study involve genetic testing that meets the following definition from the Genetic Information Nondiscrimination Act (GINA)?   FORMDROPDOWN 
(   

If YES, complete the Genetics Addendum and modify the consent form as instructed in the Genetics Addendum.

An analysis of human DNA, RNA, chromosomes, proteins, or metabolites that detect genotypes, mutations, or chromosomal changes. Routine tests that do not detect genotypes, mutations, or chromosomal changes, such as complete blood counts, cholesterol tests, and liver enzyme tests, are not considered genetic tests under GINA. Also, under GINA, genetic tests do not include analyses of proteins or metabolites that are directly related to a manifested disease, disorder, or pathological condition that could reasonably be detected by a health care professional with appropriate training and expertise in the field of medicine involved.

http://www.hhs.gov/ohrp/policy/gina.html


	5.3
Location of Research Procedures

	5.3.1
Describe which procedures will take place at each facility listed in Part 1.4.

     

	5.3.2
How will you obtain informed consent for high-risk procedures performed at other facilities?
 FORMCHECKBOX 
 N/A

     


	5.4 
Length and Duration of Participation

	5.4.1 
Indicate how much time will be required of subjects, per visit. Provide a separate estimate for each visit.
     
Indicate how much time will be required of subjects collectively for all visits.

     

	5.4.2 
Is it possible that subjects may be followed after their active participation ends (e.g. for adverse event resolution)? (Active participation refers specifically to subjects’ participation as defined by the protocol.)  FORMDROPDOWN 
(
If YES, describe the circumstances and length of follow-up: 

     

	5.4.3
What strategies will you use to contact/find subjects who do not show up for study visits or return phone calls? (Consider also subjects who have moved or disconnected phone numbers.)

     


	5.5
SUBJECT MATERIALS

	5.5.1
Specify which study-related materials (other than consent/authorization forms) will be given to, shown to, or read to subjects. Attach all documents or media.

 FORMCHECKBOX 
 
Questionnaires
 FORMCHECKBOX 

Diaries
 FORMCHECKBOX 

Subject information sheets

 FORMCHECKBOX 
 
Instruction forms
 FORMCHECKBOX 

Interview scripts
 FORMCHECKBOX 

Gifts (e.g. water bottles, bags, etc.)

 FORMCHECKBOX 

Instruction videos
 FORMCHECKBOX 

Other:      
Note: Any document submitted as an appendix to the protocol will be considered part of the protocol for review/approval purposes.


	5.6 
Results of Study-Related Procedures/Tests

	5.6.1
Will subjects be given the results of any tests performed for this study?   FORMDROPDOWN 
(
If YES, 

1)
List or describe the tests: 

     
2)
Provide a rationale for providing subjects with the results: 

     
3)
Explain what, how, when and by whom subjects will be told about the meaning, reliability, and applicability of the test results for health care decisions. 

     
Note: Per NJH policy, if future research (beyond that which is described in the current protocol) is performed on collected specimens, the results cannot be communicated to study subjects.



	PART 6: RISKS AND BENEFITS

	6.1
Risks and Discomforts

	6.1.1
List the risks and discomforts associated with any procedures performed as part of this study. 

     

	6.1.2
List the risks and discomforts associated with use of drug, or provide a page reference to the Investigator’s Brochure or Package Insert. 
     

	6.1.3
List the risks and discomforts associated with use of device, or provide a page reference to the device specifications. 
     

	6.1.4
List the risks and discomforts associated with washing out of, or withholding, prohibited medications or therapies.
     

	6.1.5
List any other potential risks of study participation, including inadvertent breaches of confidentiality. Include psychological, social, economic, or loss of confidentiality. Refer to the IRB Guidebook for suggestions: http://www.hhs.gov/ohrp/archive/irb/irb_chapter3.htm#e1 (link is not clickable).

     

	6.1.6
Describe the nature of the above-listed risks. Include the degree of severity and reversibility.
     
Describe the expected frequency and duration of particular side effects. 

     
Will subjects be restricted from receiving standard therapies during the study?  FORMDROPDOWN 
(
If YES, also describe the risks of those restrictions. 

     


	6.2 
Investigator’s Risk Assessment

	6.2.1
Mark the highest risk level encountered for any drug, device, intervention, procedure (or combination) performed exclusively for adult participation in this study. (The Child Research Assessment is completed on a separate form.) 

	Adult:

 FORMCHECKBOX 
 Minimal 
 FORMCHECKBOX 
  Greater than Minimal
 FORMCHECKBOX 
 N/A
Examples: high volume collection of blood samples; chart reviews; developing a database; spirometry without challenges performed on mildly ill subjects, research involving survey, interview, oral history, focus group, program evaluation, etc.

Examples: routine methacholine or exercise challenges performed with mildly ill subjects; induced sputum in asthmatics with variable disease activity; withholding meds in moderate asthma subjects or relatively stable subjects;.bronchoscopy; investigational medications

No adults will be enrolled.




	6.3
teratogenic risk assessment

	6.3.1 
Specify risk level.

 FORMCHECKBOX 
 
No Risk
 FORMCHECKBOX 
 
Low Risk
 FORMCHECKBOX 
 
Risk Cannot Be Ruled Out
 FORMCHECKBOX 
 
Known High or Unknown Risk
1) The protocol includes female research subjects of reproductive age, but no devices or drugs are being tested.  {These include protocols using questionnaires, psychological testing, or interviews.}

2) The female subjects are no longer able to reproduce (i.e. post-menopausal, post-hysterectomy or tubal ligation), 

3) The drug or device being tested or employed has been FDA approved for use by pregnant and breast-feeding women at the same, or lower, dose and frequency specified in the protocol. 
The drug or device being tested, or employed, while not approved for pregnant and breast-feeding females, has not been shown to have teratogenic effects.  

1) The drug or device being tested or employed lacks well-controlled human studies,

2) The drug or device being tested or employed is to be used in female subjects who, due to medical necessity would use the drug whether or not enrolled in a research study,

3) The drug or device being tested is in the pre-market stage of development and has not been approved by the FDA for any purpose, but due to its similarity to drugs currently in use, is thought to have a low risk of teratogenicity.  
1) The drug or device being tested or employed has been approved by the FDA, and research indicates that there are defined risks of abnormalities to fetuses and/or breast-feeding infants of women using the drug or device. 

2) The drug or device being tested or employed is in the pre-market stage of development and has not been approved by the FDA for any purpose. 
The No Risk rating is comparable to the FDA Use-in Pregnancy rating system category 'A'.

The Low Risk rating is comparable to the FDA Use-in Pregnancy system category 'B'.

The Risk Cannot be Ruled Out rating is comparable to the FDA Use-in Pregnancy rating system category 'C'.

The Known High or Unknown rating is comparable to the FDA Use-in Pregnancy rating system category 'D', or 'X'.



	6.3.2 
For any assessment in 6.3.1 involving some level of teratogenic risk, specify the age group below. Select all that apply.

 FORMCHECKBOX 
 
Adult women

 FORMCHECKBOX 
 
Post-menarchal women under the age of 18 years
 FORMCHECKBOX 
 
Pre-menarchal girls


	6.4
Data and Safety Monitoring

	6.4.1
Is this study monitored by a Data Safety Monitoring Board (DSMB)?    FORMDROPDOWN 
( 

If NO, 

· For research greater than minimal risk, include a Data Safety Monitoring Plan (DSMP) Addendum. 

· For minimal risk research, complete the questions below.

If YES (or if research is minimal risk), complete the remaining questions below.

1)
Describe the steps you have taken to minimize the risks/discomforts to subjects:

     
2)
List the circumstances where you would stop study conduct (at least temporarily) at National Jewish Health.

     
3)
List the circumstances where you would stop individual subjects’ participation.

     
4) 
List individual(s) responsible for assessing unanticipated problems occurring during this study.

Note: A physician (M.D. or D.O) must assess adverse events for high-risk medical procedures. A psychologist (Ph.D. or Psy.D.) or physician must assess adverse events in behavioral interventions.

     
5)
List individual(s) responsible for reporting unanticipated problems occurring during this study.

     
6)
At what intervals will unanticipated problems be assessed?

     


	6.5 
Benefits

	6.5.1
Is there a possibility that subjects could benefit directly from taking part in this study?   FORMDROPDOWN 
( 
If YES, describe below. (Compensation is not a benefit.)
     


	6.5.2 
Describe potential benefits to society.

     


	6.6 
Risk/Benefit Analysis

	6.6.1
Justify the risk/benefit ratio of the subject’s participation. Include consideration of overall risks, alternative treatments, alternatives to participation, benefits to subject and society. Refer to the IRB Guidebook for suggestions: http://www.hhs.gov/ohrp/archive/irb/irb_chapter3.htm#e1. (Link is not clickable.)
     



	PART 7: INFORMED CONSENT PROCESS

	7.1 
Documentation of Informed Consent/ASSENT

	7.1.1
Check all that apply for participation in the research (not including screening):

 FORMCHECKBOX 

Signed consent/assent will be obtained from subjects: 

 FORMCHECKBOX 

Ages 0 – 6
Include Parental Consent Form only
 FORMCHECKBOX 

Ages 7 – 17
Include Child Assent and Parental Consent Forms. You may create separate assent forms for younger and older children.
 FORMCHECKBOX 

Ages 18+
Include Consent Form only
 FORMCHECKBOX 

Short form written consent document for subjects who do not speak or read English. Include Short form.
 FORMCHECKBOX 

Verbal consent will be obtained from subjects, using an:
 FORMCHECKBOX 

Information sheet
 FORMCHECKBOX 

Script
Request a Waiver of Documentation of Informed Consent (Option 3 in the Waiver of Informed Consent form).

 FORMCHECKBOX 

Informed consent will not be obtained. Complete Waiver of Informed Consent Form.


	7.2 
DOCUMENTATION OF hipaa AUTHORIZATION

	7.2.1
Check all that apply for participation in the research (not including screening):

 FORMCHECKBOX 

Signed authorization will be obtained from subjects/parents/guardians. 

 FORMCHECKBOX 

Authorization language will be presented in a combined consent/authorization document.

 FORMCHECKBOX 

Authorization language will be presented in a standalone HIPAA Authorization form (HIP-004).

 FORMCHECKBOX 

Signed authorization will not be obtained. Complete Waiver of HIPAA Authorization (HIP-020).
IF NOT OBTAINING INFORMED CONSENT OR HIPAA AUTHORIZATION, DO NOT COMPLETE THE REST OF THIS SECTION. GO TO PART 8.


	7.3 
TRANSLATIONS

	7.3.1
Will you utilize documents in languages other than English:  FORMDROPDOWN 
(
If YES, how will you verify the accuracy of the translations?

 FORMCHECKBOX 
 
Certification
 FORMCHECKBOX 

Back-translation

 FORMCHECKBOX 

Other:      


	7.4 
Obtaining Informed Consent/authorization

	7.4.1
Identify all individuals authorized to conduct the informed consent/authorization discussion with potential subjects. (Select all that apply).

 FORMCHECKBOX 
 
Principal Investigator
 FORMCHECKBOX 

Research Coordinator(s)/Study Nurse(s)

 FORMCHECKBOX 

Co-investigator(s)
 FORMCHECKBOX 

Other:      
Note: A physician (M.D. or D.O) must obtain informed consent for high risk medical procedures. A psychologist (Ph.D. or Psy.D.) or physician must obtain informed consent for high-risk behavioral interventions.

	7.4.2
Describe the education on conducting an informed consent/authorization discussion that has been provided to the individuals identified above:

 FORMCHECKBOX 
 
Job orientation
 FORMCHECKBOX 

Education provided by a professional association

 FORMCHECKBOX 
 
Role play
 FORMCHECKBOX 

Education provided by sponsor/CRO/Consortium

 FORMCHECKBOX 
 
In house education
 FORMCHECKBOX 

Other:      


	7.5
INFOrmed consent/AUTHORIZATION process

	7.5.1
Will consent/authorizations forms be provided to subjects before the consent/authorization discussion (e.g. mailed to subjects’ homes)?  FORMDROPDOWN 
(.  

If YES, Will this practice be implemented for:  FORMCHECKBOX 
 all subjects or   FORMCHECKBOX 
 only as requested

Explain:      

	7.5.2 
Provide the location where the informed consent/authorization process will take place.

     

	7.5.3 
How much time will prospective subjects be given to consider study participation? 

     

	7.5.4
How will subjects’ understanding be assessed?

     

	7.5.5
Will investigators be available to answer questions during the discussion?  FORMDROPDOWN 
(
If NO, explain:      

	7.5.6
When enrolling children as research subjects,
 FORMCHECKBOX 
 N/A

1)
Describe process for ensuring children’s voluntary participation. (Refer to NJH policy on Informed Consent.)
     
2)
During active study participation, how will you obtain informed consent from child participants when they turn 18-years-old? 

     
3)
When children have completed active participation, but their data or specimens remain identifiable after they turn 18-years-old, how will you obtain informed consent?  You may also request a Waiver of Informed Consent.

     

	7.5.7
If adult subjects are unable to provide legally effective informed consent, will you obtain informed consent/authorization through a legally authorized representative?   FORMDROPDOWN 
(
If NO, the subject is not eligible to participate in the research.

If YES, 

1)
Which individual will you allow to give consent/permission (e.g. durable power of attorney for healthcare, spouse, guardian, etc)? 

     
2)
How will you verify that person’s legal authority to make decisions on behalf of the subject? 

     



	PART 8: CONFIDENTIALITY

	8.1 
DATA protection

	8.1.1 
Indicate how will you maintain confidentiality of study data locally. (Check all that apply):
 FORMCHECKBOX 
 Data will include information that identifies subjects 
 FORMCHECKBOX 
 Data is coded
 FORMCHECKBOX 
 Data is unlinked

	8.1.2 
For coded data, will there be a “code key” (linking data to a master list of individuals)  FORMDROPDOWN 
(
If YES,

1)
Who will maintain the code key for subjects enrolled locally? (Provide specific name or study position):        
2)
When will the code key be destroyed?      
Explain any need to retain the code key after study closure: 

     

	8.1.3
How long will data be retained?      . Explain:
     

	8.1.4 
Identify how study data will be kept secure. (Select all that apply) 

 FORMCHECKBOX 

The code key will be kept separately and securely.
 FORMCHECKBOX 

Paper-based records will be kept in a locked file cabinet.
 FORMCHECKBOX 

Paper-based records will be kept in locked office or suite.
 FORMCHECKBOX 

Electronic data will be protected with a password.
 FORMCHECKBOX 

Data will be stored on a secure network.

 FORMCHECKBOX 

Emails will be encrypted whenever sending Protected Health Information (PHI).
 FORMCHECKBOX 

Whenever feasible, PHI will be removed from study related information.
 FORMCHECKBOX 

Documents containing PHI will be shredded or discarded in Dataguard bins.

 FORMCHECKBOX 

Prior to accessing any study-related information, site personnel will be required to sign statements agreeing to protect the security and confidentiality of identifiable data.

Select one:

 FORMCHECKBOX 

PHI will not be stored on portable electronic devices such as laptop computers, Blackberries, cell phones, hard drives, or flash drives. 

 FORMCHECKBOX 

PHI will be stored portable electronic devices such as laptop computers, Blackberries, cell phones, hard drives, or flash drives, and all devices will be encrypted.
 FORMCHECKBOX 

Other:      

	8.1.5
Will identifiable information (other than study-assigned identification number and initials) be sent off site?  FORMDROPDOWN 
( 

If YES, 

1)
List the recipient individuals or organization by name and location:      
2)
Describe the measures you will implement for secure transmission of identifiable information 
(e.g. internet transmission over VPN, encrypting, traceable mailings, etc).

     


	8.2 
stored SPECIMEN protection

	8.2.1
Will you be collecting and storing biological specimens?  FORMDROPDOWN 
(
If NO, skip to Part 8.3

If YES, complete the remaining questions in this section.

	8.2.2 How long will specimens be stored?      . Explain:
     

	8.2.3
Describe methods to maintain confidentiality of stored specimens. Address in the consent form.

     

	8.2.4 
List all individuals at National Jewish Health who will have access to these stored specimens.
     

	8.2.5
Will any persons other than NJH study personnel listed on this application have access to or be provided with biological specimens from the subject?  FORMDROPDOWN 
( 

If YES, justify below and describe in the consent form.

     

	8.2.6
Will stored or leftover specimens potentially be used for other research purposes in the future?  FORMDROPDOWN 
( 

If YES, the specimens must be placed in an IRB-approved repository. 

1) Where will the repository be located?      
For repositories located at NJH, provide the HS# for IRB approval:      
2) In the consent form, describe the nature of future research in as much detail as possible.

3) In the consent form, describe the confidentiality and protection measures.

4) Prepare a second HIPAA Research Authorization (HIP-004) that asks subjects for authorization to place specimens in a repository and describes the health information that will be linked to the specimens.


	8.3 
Reportable Information

	8.3.1
Is it reasonably foreseeable that you may obtain information that State or Federal law requires to be reported to other officials (e.g. child abuse, positive HIV and/or Hepatitis C test results)?   FORMDROPDOWN 
( 

If YES, explain in the consent form. 



	PART 9: FINANCIAL CONSIDERATIONS

	9.1 
PAYMENTS TO SUBJECTS 

	9.1.1
Will subjects receive payments or gifts for study participation?   FORMDROPDOWN 
(
If NO, Skip to Section 9.2.

If YES, complete the remaining questions in this section.

	9.1.2 
Describe the schedule and amounts of payments, including the total amount subjects can receive for completing the study. 

Note: Payment-per-procedure is not permitted unless some subjects may receive more procedures than others in the same scheduled visit.

1)
Schedule of payments

Each visit: 
     
(See #2)
Screen failures: 
     
Telephone contacts: 
     
Unscheduled visits: 
     
Each sub-study visit: 
     
2)
If study or sub-study visit payments are not the same for all visits, provide payment amounts per visit:

     
3)
Total for completing all protocol-required visits: 
     

	9.1.3
Describe when subjects will be paid: 

 FORMCHECKBOX 

After each visit
 FORMCHECKBOX 

Intervals throughout the study. Describe:      
 FORMCHECKBOX 

At the end of study participation

	9.1.4
If enrolling children as subjects, describe how payment amounts (or gifts) will be divided between children and parents/guardians. (The PI may propose any distribution he/she deems fair to both parties based on the circumstances of the study, including allowing parents/guardians to decide distribution.)
 FORMCHECKBOX 
 N/A

Describe plan:       

	9.1.5
Will subjects be reimbursed for their expenses?  FORMDROPDOWN 
( 

If YES, will subjects be required to submit proof of expenses?  FORMDROPDOWN 
(
Explain process:      

	9.1.6
Method(s) of payment (check all that apply):
	 FORMCHECKBOX 
 Reimbursement only
 FORMCHECKBOX 
 Gift Cards
 FORMCHECKBOX 
 Check
 FORMCHECKBOX 
 Voucher
 FORMCHECKBOX 
 Cash
 FORMCHECKBOX 
 Other:      


	9.2 
COSTS TO SUBJECTS 

	9.2.1
Will subjects or their insurance be charged for any study procedures?  FORMDROPDOWN 
( 

If YES, 

1)
Describe costs: 

     
2)
Explain why it is appropriate to charge those costs to the subjects. 

     



	PART 10: PRINCIPAL INVESTIGATOR’S STATEMENT

	As Principal Investigator of this study, I certify that:

· My signature below indicates that I will fulfill my responsibilities as Principal Investigator as defined by the applicable federal, state and local laws as well as any additional responsibilities that may be imposed by National Jewish Health;

· I, or someone under my supervision, will verbally explain the elements of informed consent to each potential subject or, if applicable, the subject’s legally authorized representative before obtaining his/her signature on the informed consent document;

· Enrollment of subjects will be equitable, and I agree to the appropriate safeguards for vulnerable populations;

· I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including changes in procedures, co-investigators, funding agencies, unless a change is necessary to eliminate an apparent hazard to the subjects;

· I will promptly report any unanticipated problems or events that may occur in the course of this study;

· I will report in writing any significant new findings that develop during the course of this study that may affect the risks and benefits to participation;

· All research personnel have been, or will be, sufficiently trained in their duties for this study;

· Each investigator has submitted (or will submit) a Conflict of Interest/Scientific Misconduct form. I have discussed with these individuals the requirements to disclose any potential conflicts of interest. Co-investigators and I will disclose any conflicts of interest that arise during the course of the study; and

· I will not begin my research until I have received written notification of final IRB approval. 

	I verify that I have reviewed all responses provided in this application form and that all responses are true and accurate. If these conditions are not met, I understand that approval of this research could be suspended or terminated.
_________________________________
______________

Principal Investigator’s Signature
Date
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