PROPOSED RESEARCH TO BE REVIEWED BY THE

STATE OF CONNECTICUT DEPARTMENT OF PUBLIC HEALTH HUMAN INVESTIGATIONS COMMITTEE


DATE SUBMITTED:

TITLE OF STUDY:
PRINCIPAL INVESTIGATOR:  Name, Address
ORGANIZATION:
Please include:

· Biographical Sketch for PI/Co-PI (a blank Biosketch form may be obtained on the internet at: http://grants.nih.gov/grants/forms/biosketch.htm)  

Please limit to 3 pages. Do not submit a curriculum vitae.
· A signed HIC Confidentiality Pledge for individuals who will have access to identifiable health data.

 FORMCHECKBOX 
  
This data request has been discussed with _________________________________ (name of Department of Public Health (DPH) program employee) of the DPH program responsible for the data collection.
 FORMCHECKBOX 
  
This data request has not been discussed with a DPH Program employee.


RESEARCH PROPOSAL OUTLINE

Sections:

Summary
Introduction

Aims – goals,        


Methodology -
Include explanation/justification for needing DPH “identifiable health data” (as defined under the attached Regulations of Connecticut State Agencies at Section 19a-25-1 (7)) to conduct the proposed research.  Provide a detailed description of the variables that are being requested from DPH.

Protection of Confidentiality -
Include status of Institutional Review Board (IRB) approval(s) at the applicant’s institution and at any institution(s) providing data as part of this research protocol.  Preferably the PI should submit copies of other IRB approvals to DPH’s HIC prior to DPH HIC review.  If this is not possible DPH HIC approval would be contingent on the PI providing the DPH HIC any other related IRB approval(s).

Informed Consent Forms  -
Include draft letters intended to introduce the study and/or obtain permission to contact an individual.

Questionnaires   -
Include all draft questionnaires.

DATE STUDY PROPOSAL NEEDS TO BE SENT TO FUNDING SOURCE AND LISTING OF ANY FUNDING SOURCE:

STUDY PERIOD FOR WHICH APPROVAL SOUGHT:
SIGNATURE:
PRINCIPAL INVESTIGATOR
TELEPHONE NUMBER WHERE PRINCIPAL INVESTIGATOR MAY BE REACHED:




IF AN APPLICATION OR PROPOSAL SUBMITTED FOR FEDERAL OR FOUNDATION FUNDING

INDICATES THAT HUMAN SUBJECTS APPROVAL IS PENDING REVIEW, PLEASE LIST THE FOLLOWING:
TYPE OF APPLICATION OR GRANT:




(fellowship, training, research, etc.)
AGENCY:

   APPLICATION OR GRANT NO., IF KNOWN:  


Please submit one electronic copy of all documents in PDF format along with one signed original and three hard copies to:
Kate Winkeler
State of Connecticut

Department of Public Health

410 Capitol Avenue-MS# 13TMR
P.O. Box 340308

Hartford, CT  06134-0308

kate.winkeler@ct.gov
send email copy of correspondence to 

diane.aye@ct.gov
if using overnight courier, please use zip 06106
State of Connecticut

Department of Public Health

Human Investigations Committee

POLICIES

1.
The Committee will schedule a meeting at least bimonthly if agenda warrants to review protocols or modifications of protocols which have been submitted, consistent with CGS 19a-25, and Sections 19a-25-1 through 19a-25-4 of the Regulations of CT State Agencies.

(a)
A protocol shall consist of the following:

Title:
Principal Investigator:  name, address, institutional affiliation, biographical sketch, signature
List of other investigators.
List of other HICs/IRBs to which protocol has been submitted.


Preferably the PI should submit copies of other IRB approvals to DPH’s HIC prior to DPH HIC review.  If this is not possible DPH HIC approval would be contingent on the PI sending in other IRB approval copies.



Research Proposal
Summary
Introduction
Aims
Methodology
Protection of Confidentiality
Questionnaires and Consent Forms (if applicable) 
Study Period for which Approval sought

2.
The Committee shall consist of not less than five voting members appointed by the Commissioner of Public Health.  The chairperson of the committee will be appointed by the Commissioner of Public Health and serve two years.  A Co-chairperson will also be appointed by the Commissioner of Public Health and serve two years.

3.
A quorum to transact the business of the Committee shall consist of one more than half of the members, including one member whose primary concern is in nonscientific areas. One more than half the members need to vote in the affirmative for passage of a protocol.  At least one affirmative vote must be of a member who is not on the staff of the Department of Public Health. 

4.
Membership on the Committee may be terminated if a member fails to attend three consecutive meetings unless evidence is submitted satisfactory to the Committee that an exception be made.

5.
All protocols should be submitted to the Committee 20 days prior to the date of the meeting at which they are to be considered, unless the Committee Chairperson allows otherwise.

6.
Amendments or changes to approved protocols should be submitted to the Chairperson, and reviewed either by the Committee or by expedited review, at the discretion of the Chairperson.

7.
Any research articles based on data where the investigator had access to DPH identifiable health data must be submitted to the Committee 30 days prior to submission for publication.  The article can only be submitted for publication after the DPH Chairperson has notified the principal investigator that no identifiable health data is included in the article and that any characterization of the DPH data sources and acknowledgement of DPH’s role are appropriate.  (NOTE:  “Identifiable health data” means any item, collection, or grouping of health data that makes the individual or organization supplying it, or described in it, identifiable).  The Chairperson has the prerogative of approving articles submitted for review or referring them to full Committee.

8.
Approval by the Committee only means that the protocol meets the requirements of CGS 19a-25 and Sections 19a-25-1 through 19a-25-4 of the Regulations of CT State Agencies as well as applicable federal rules and regulations.  The investigator once gaining approval must then make arrangements with the unit of the Department of Public Health having the data required to carry out the research project.  The Committee will send a copy of the protocol approval to the appropriate DPH unit(s).

9.
Each investigator who has received approval of the Committee for a study shall submit an annual progress report to the Committee by the anniversary date of the study until it is completed.

10.
Any investigator intending to make secondary use of data obtained/collected for a primary study must submit the proposal for secondary use of the data to the Committee.  The Chairperson or designee may approve such use of the data or may refer the matter to the full Committee for approval.  The Chair shall report at the next meeting of the Committee any requests submitted.

11.
All persons working on a research protocol, as approved by the Committee, who have access to DPH identifiable health data, shall sign and return within two weeks of Committee approval the form, “Agreement to Abide By DPH HIC Contingencies/Requirements” specifying DPH requirements for use of identifiable health data.

12. The Committee may take any necessary action, up to and including termination of any study approval, if the study is not being conducted according to the DPH HIC protocol approval.  Additional actions include, but are not limited to, the immediate return to DPH of all identifiable health data and restrictions/prohibitions on the future use(s) of DPH identifiable health data.

13. All persons involved in human subjects research using identifiable health data from DPH should be familiar with the following references:

The Common Rule and DHHS Regulations:

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

The Belmont Report:

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm

14. All persons involved in human subjects research using identifiable health data need to either (a) completely read “Investigator Responsibilities and Informed Consent,” Module 2, found on the Homepage of the federal Office for Human Research Protections (OHRP).

Instructions for Logging Onto the OHRP Tutorial

1. Connect to the OHRP homepage via the Internet at:
           http://www.hhs.gov/ohrp/
2. Click on “Education”

3. Click on “Training”

4. Scroll down to On-Line Training Modules and select “3. Investigator Responsibilities and Informed consent.”

5. Click on “Login”

6. Complete the requested “User Information” then click “Login”

7. Read the Human Subjects Assurance Training” screens

8. Click on “2. Investigator Responsibilities and Informed Consent”

9. Upon reading all the screens of “2.Investigator Responsibilities and Informed Consent” you will be given an electronic ‘certificate’.  Please submit a copy of this certificate with your proposal.

OR

(b) Undergo training in human subject research available at one of the following web sites, and attach a certificate of completion to the protocol:

(i)  NIH: http://phrp.nihtraining.com/users/login.php

(ii) OHRP: http://ohrp-ed.od.hih.gov/CBTs/Assurance/login

15. Each research protocol that requires informed consent needs to include a narrative and forms that are consistent with the Office for Protection from Research Risks’ “Tips on Informed Consent” and “Informed Consent Checklist – Basic and Additional Elements.”

16. The DPH HIC will conduct its activities consistent with applicable federal rules and regulations, including the “Federal-wide Assurance of Protection for Human Subjects” as authorized by the federal Office for Human Research Protections.”

17. DPH HIC decisions and requirements will be communicated to both the investigator and the DPH “Human Protections Administrator.”

18. The DPH HIC will approve research based upon the following criteria:

· risks to subjects are minimized.

· risks are reasonable in relation to anticipated benefits.

· selection of subjects is equitable.

· informed consent is sought from each subject.

· informed consent is appropriately documented.

· data collection is monitored to ensure subject safety.

· privacy and confidentiality of subjects is protected.

19. Expedited review procedures may be used for:

· Research appearing in the published list of eligible research and found by the HIC Chair or Co-chair to involve no more than minimal risk.

· Minor changes in previously approved research during the authorized approval period.

20. Expedited review may be done by the HIC Chair or Co-Chair, or by one or two designated HIC members.  Under expedited review, the reviewers perform as rigorous a review as under the full HIC.  The reviewers may not disapprove the research.

21. Refer to:

“Tips on Informed Consent”

“Informed Consent Checklist – Basic and Additional Elements”

“Protocol Review – Exempt Research and Research That May Undergo Expedited Review”

“Human Subjects Regulations Decision Charts”

The reference documents may be found at the following website:  http://www.hhs.gov/ohrp/policy/index.html.

The documents are listed under “Informed Consent” and “Protocol Review” which are located under “Policy & Guidance”
HUMAN  INVESTIGATION  COMMITTEE (HIC)

CONFIDENTIALITY  PLEDGE


I recognize the importance of maintaining the confidentiality of identifiable health data collected by the Connecticut State Tumor Registry and other units of the Connecticut Department of Public Health (DPH), and of assuring the right to privacy of persons, facilities, and agencies which cooperate with the Registry and the DPH or participate in the DPH’s data collection efforts.  I also understand that the Registry and DPH are legally obligated to protect the privacy of public health information.  I have read the Connecticut State Statute Sec. 19a-25 and Sections 19a-25-1 through 19a-25-4 of the Regulations of CT State Agencies concerning confidentiality of records concerning morbidity and mortality and have been advised that DPH can take necessary action if a breach of confidentiality occurs.


I therefore pledge that I will NOT divulge the identity of patients, physicians, facilities, or agencies included in data obtained from the DPH with HIC approval with anyone other than:

· members of the Registry staff or other DPH unit from which the data are obtained or

· persons who are also approved for access to the data by DPH HIC and have also signed a DPH confidentiality pledge 

Date:  







Individual Pledging to Maintain Confidentiality
CHAIR, HUMAN INVESTIGATION COMMITTEE

Name 






Name 

DIANE D. AYE, MPH, Ph.D.


Title     







Address 





Signature:



SIGNATURES:

Individual Pledging to Maintain Confidentiality

 FORMCHECKBOX 

Registrar of Tumor Records


Connecticut Tumor Registry


 FORMCHECKBOX 

Other DPH unit Representative  









(specify unit)

Rev. 9/01/11
FF
Principal Investigator/Program Director (Last, first, middle:   




BIOGRAPHICAL SKETCH

Provide the following information for the key personnel in the order listed on Form Page 2.

Photocopy this page or follow this format for each person.

	NAME


	POSITION TITLE




EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, and include postdoctoral training.)

	INSTITUTION AND LOCATION
	DEGREE

(if applicable)
	YEAR(S)
	FIELD OF STUDY

	
	
	
	


RESEARCH AND PROFESSIONAL EXPERIENCE: Concluding with present position, list, in chronological order, previous employment, experience, and honors. Include present membership on any Federal Government public advisory committee. List, in chronological order, the titles, all authors, and complete references to all publications during the past three years and to representative earlier publications pertinent to this application. If the list of publications in the last three years exceeds two pages, select the most pertinent publications.  DO NOT EXCEED TWO PAGES.
10/01/02Disclosure of Health Data

19a-25-1. Definitions

As used in Sections 19a-25-1 through 19a-25-4, inclusive, of the Regulations of Connecticut State Agencies:

(1) "Aggregate health data" means health data that is obtained by combining like data in a manner that precludes the identification of the individual or organization supplying the data or described in the data. 

(2) "Anonymous medical case history" means the description of an individual's illness in a manner that precludes the identification of the individual or organization supplying the data or described in the data. 

(3) "Commissioner" means the commissioner of the Department of Public Health. 

(4) "Department" means the Department of Public Health. 

(5) "Disclosure" or "disclose" means the communication of health data to any individual or organization outside the department. 

(6) "Health data" means information, recorded in any form or medium, that relates to the health status of individuals, the determinants of health and health hazards, the availability of health resources and services, or the use and cost of such resources and services. 

(7) "Identifiable health data" means any item, collection, or grouping of health data that makes the individual or organization supplying it, or described in it, identifiable. 

(8) "Individual" means a natural person. 

(9) "Local Director of Health" means the city, town, borough, or district Director of Health or any person legally authorized to act for the local director of health. 

(10) "Medical or scientific research" means the performance of activities relating to health data, including, but not limited to:

(A) describing the group characteristics of individuals or organizations;

(B) characterizing the determinants of health and health hazards;

(C) analyzing the inter-relationships among the various characteristics of individuals or organizations;

(D) the preparation and publication of reports describing these matters; and 

(E) other related functions as determined by the commissioner.

(11) "Organization" means any corporation, association, partnership, agency, department, unit, or other legally constituted institution or entity, or part thereof. 

(12) "Studies of morbidity and mortality" means the collection, application, and maintenance of health data on:

(A) the extent, nature, and impact of illness and disability on the population of the state or any portion thereof; 

(B) the determinants of health and health hazards, including but limited to, 

(i)
infectious agents of disease,

(ii)
environmental toxins or hazards,

(iii)
health resources, including the extent of available manpower and resources, or

(iv)
the supply, cost, financing or utilization of health care services.

(C) diseases on the commissioner's list of reportable diseases and laboratory findings pursuant to section 19a-215 of the Connecticut General Statutes; or

(D) similar health or health related matters as determined by the commissioner.

(Effective October 30, 1998.)

19a-25-2. Disclosure of aggregate health data, anonymous medical case histories, and reports of the findings of studies of morbidity and mortality

(a) The department may, at the discretion of the commissioner, publish, make available, and disseminate aggregate health data, anonymous medical case histories, and reports of the findings of studies of morbidity and mortality, provided such data, histories, and reports: 

(1) Are prepared for the purpose of medical and scientific research; and 

(2) Do not include identifiable health data. 

(b)
No individual or organization with lawful access to such reports shall be compelled to testify with regard to such reports. Publication or release of such reports shall not subject said report or related information to subpoena or similar compulsory process in any civil or criminal, judicial, administrative or legislative proceeding.

Effective October 30, 1998.

19a-25-3. Disclosure of identifiable health data

(a)
The department shall not disclose identifiable health data unless:

(1) The disclosure is to health care providers in a medical emergency as necessary to protect the health, life, or well-being of the person with a reportable disease or condition pursuant to section 19a-215 of the Connecticut General Statutes; 

(2) The disclosure is to health care providers, the local director of health, the department, another state or public health agency, including those in other states and the federal government, or other persons when deemed necessary by the department in its sole discretion for disease prevention and control pursuant to section 19a-215 of the Connecticut General Statutes or for the purpose of reducing morbidity and mortality from any cause or condition, except that every effort shall be made to limit the disclosure of identifiable health data to the minimal amount necessary to accomplish the public health purpose; 

(3) The disclosure is to an individual, organization, governmental entity in this or another state or to the federal government, provided the department determines that: 

(A) Based upon a written application and such other information as required by the department to be submitted by the requesting individual, organization or governmental entity the data will be used solely for bona fide medical and scientific research;

(B) The disclosure of data to the requesting individual, organization or governmental entity is required for the medical or scientific research proposed;

(C) The requesting individual, organization, or governmental entity has entered into a written agreement satisfactory to the department agreeing to protect such data in accordance with the requirements of this section and not permit disclosure without prior approval of the department; and 

(D) The requesting individual, organization or governmental entity, upon request of the department or after a specified date or event, returns or destroys all identifiable health data provided by the department and copies thereof in any form.

(4)
The disclosure is to a governmental entity for the purpose of conducting an audit, evaluation, or investigation required by law of the department and such governmental entity agrees not to use such data for making any determination as to whom the health data relates.

(b) Any disclosure provided for in this section shall be made at the discretion of the department, provided the requirements for disclosure set forth in the applicable provisions of this section have been met. For disclosures under this section to governmental entities, the commissioner may waive the requirements of this section except for the requirements of subdivision (A) of subsection (3). 

(c) Notwithstanding any other provisions of this section, no identifiable health data obtained in the course of activities undertaken or supported under this section shall be subject to subpoena or similar compulsory process in any civil or criminal, judicial, administrative, or legislative proceeding, nor shall any individual or organization with lawful access to identifiable health data under the provisions of this section be compelled to testify with regard to such health data. 

(Effective October 30, 1998.)

19a-25-4. Use of health data for enforcement purposes

(a)
Notwithstanding any provisions of sections 19a-25-1 to 19a-25-3, inclusive of the Regulations of State Agencies, the department may utilize, in any manner, health data including but not limited to aggregate health data, identifiable health data, and studies of morbidity and mortality, in carrying out and performing its statutory and regulatory responsibilities and to secure compliance with or enforcement of any laws. Where such data is used in an enforcement action brought by the department or any other state agency, disclosure to parties to the action of such data shall be permitted only if required by law and said parties may not further disclose such data except to a tribunal, administrative agency or court with jurisdiction over the enforcement action. Disclosure under this section does not constitute a waiver or release of the confidentiality that protects such data.

(Effective October 30, 1998.)

Sec.19a-25. (Formerly Sec. 19-6a). Confidentiality of records procured by the Department of Public Health or directors of health of towns, cities or boroughs. All information, records of interviews, written reports, statements, notes, memoranda or other data, including personal data as defined in subdivision (9) of section 4-190, procured by the Department of Public Health or by staff committees of facilities accredited by the Department of Public Health in connection with studies of morbidity and mortality conducted by the Department of Public Health or such staff committees, or carried on by said department or such staff committees jointly with other persons, agencies or organizations, or procured by the directors of health of towns, cities or boroughs or the Department of Public Health pursuant to section 19a-215, or procured by such other persons, agencies or organizations, for the purpose of reducing the morbidity or mortality from any cause or condition, shall be confidential and shall be used solely for the purposes of medical or scientific research and, for information obtained pursuant to section 19a-215, disease prevention and control by the local director of health and the Department of Public Health. Such information, records, reports, statements, notes, memoranda or other data shall not be admissible as evidence in any action of any kind in any court or before any other tribunal, board, agency or person, nor shall it be exhibited or its contents disclosed in any way, in whole or in part, by any officer or representative of the Department of Public Health or of any such facility, by any person participating in such a research project or by any other person, except as may be necessary for the purpose of furthering the research project to which it relates. Notwithstanding the provisions of chapter 55, the Department of Public Health may exchange personal data for the purpose of medical or scientific research, with any other governmental agency or private research organization; provided such state, governmental agency or private research organization shall not further disclose such personal data. The Commissioner of Public Health shall adopt regulations consistent with the purposes of this section to establish the procedures to ensure the confidentiality of such disclosures. The furnishing of such information to the Department of Public Health or its authorized representative, or to any other agency cooperating in such a research project, shall not subject any person, hospital, sanitarium, rest home, nursing home or other person or agency furnishing such information to any action for damages or other relief because of such disclosure. This section shall not be deemed to affect disclosure of regular hospital and medical records made in the course of the regular notation of the care and treatment of any patient, but only records or notations by such staff committees pursuant to their work.

FOR RESEARCHER REFERENCE ONLY – DO NOT SUBMIT THIS FORM WITH YOUR RESEARCH PROPOSAL.
AGREEMENT TO ABIDE BY DPH HIC CONTINGENCIES/REQUIREMENTS
AGREEMENT TO ABIDE BY THE CONNECTICUT DEPARTMENT OF PUBLIC HEALTH HUMAN INVESTIGATION COMMITTEE CONTINGENCIES/REQUIREMENTS

PROTOCOL #
  FORMDROPDOWN 


PROTOCOL TITLE:         FORMDROPDOWN 

.

DATE APPROVED BY THE DEPARTMENT OF PUBLIC HEALTH (“DPH”) HUMAN INVESTIGATION COMMITTEE (“HIC”):

 FORMDROPDOWN 


CONTINGENCIES/REQUIREMENTS:

1.
Any future proposed changes to this protocol will need the review and approval of DPH’s HIC. 

2.
Please provide DPH’s HIC with a status report and a request for continuation/termination (see attached) at least one month prior to the expiration of your study, which is 
 FORMDROPDOWN 

.

3.
Please provide a copy of any draft manuscript, when completed and at least thirty days prior to submission for publication, to DPH’s HIC submission for review.  We will conduct a timely and confidential review of the manuscript focusing on confidentiality issues, and characterization and acknowledgment of DPH contribution.  The principal investigator (“PI”) agrees that no research based upon DPH protected health information (“PHI”) will be published without the prior written consent of the DPH HIC Chairperson.  Further, the following wording must be included in each manuscript or presentation of the data, “This study was approved by the DPH HIC.  Certain data used in this (study, report, publication, etc.) were obtained from DPH.  The author(s) assume(s) full responsibility for analyses and interpretation of these data.”

4.
Your research project must begin before your approval by HIC expires on
 
 FORMDROPDOWN 

.

5.
The identifiable health data provided by DPH will be:

b. Used solely for the research approved by DPH’s HIC.

c. Protected, and not further disclosed as required by CGS Section 19a-25 and associated regulations,
19a-25-1-4. 

6.
The PI further agrees:

a. To establish and maintain effective administrative, technical, and physical safeguards to protect the confidentiality of the data and to prevent unauthorized use or access to it, as described in Protocol #    FORMDROPDOWN 
.

b. To establish a procedure for risk analysis to identify security violations.

c. To establish a person/entity verification procedure.

d. To implement technical security measures to guard against unauthorized access to electronic PHI transmitted by e-mail.

e. Not to place the PHI data on personal computers, portable devices and removable media unless these media are password protected and encrypted.  Portable devices include any non-fixed equipment that contains an operating system, which may be used to create, access or store the date.  This includes but is not limited to laptops, personal digital assistants (PDAs), and smart phones.  Removable media includes, but is not limited to: CDs, DVDs, MP3 players, removable memory, and USB drives (thumb drives).  Approved encryption standards must be FIPS-140 compliant and include Advanced Encryption Algorithm (AES) that uses a minimum of 128-bit key size.  In the event that the data are lost or stolen, the PI agrees to report the loss to the Department of Public Health contact person within 24-hours/first business day of discovering the loss.  The PI may use an institutionally provided Virtual Private Network (VPN) to link to a time-sharing system for data access, which allows remote data access in a secure manner.  Any PHI taken off the time-sharing system and placed on a home-based computer must be password protected and encrypted as described above.

f. That the PHI data received pursuant to the authorization for Protocol #
 FORMDROPDOWN 

 will reside at the PI’s institution under his/her purview.  If the PI moves to a different institution, s/he will contact the Department of Public Health prior to moving for instructions on how to handle the data.  The PI will not duplicate the data prior to moving nor will s/he take it with him/her without written permission from the Department.  If the PI chooses not to take the data with him/her, s/he will destroy the files or designate a new PI prior to moving.  

7.
All persons working on this research who have access to DPH identifiable health data have signed the form entitled “Confidentiality Pledge,” prior to receipt of any DPH identifiable health data (See attached).

I agree to comply with the above contingencies/requirements 1-7, and to insure that all staff working on this project comply.

Signature of Principal Investigator


Date

NOTE:
DPH HIC may take any necessary action, including termination of this study protocol approval, if the study is not being conducted according to the DPH HIC protocol approval.  Additional actions include, but are not limited to, the immediate return to DPH of all identifiable health data and restrictions/prohibitions on the future use(s) of DPH identifiable health data.

*You have the opportunity to discuss these requirements and request a waiver from the Chair of the HIC.

Any waiver granted by the Chair is based on the sole discretion of the Chair.

Rev.8-29-11

