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IRB Job Aid: Research with Sensitive Information 

 

Purpose: The following information is intended to provide guidance for investigators and research teams to 

determine whether explicit consent and/or authorization from the participant is required for research involving 

the access, use and/or disclosure of sensitive health information.  

 

Definitions: 

Connecticut Children’s Workforce refers to those employed by Connecticut Children’s, or students, fellows, 

residents, and volunteers that have been appropriately vetted by Connecticut Children’s registration and 

onboarding processes.  

HIPAA Authorization and/or Consent refers to either (1) the signed Consent Form (2) the signed HIPAA 

form, or the signed combined Consent/HIPAA form.  

HIPAA and/or Consent Waiver means the record of the IRB determination of a waiver of HIPAA and/or 

Consent (also stored in IRBManager). 

Substance Abuse Records refers to the identity, diagnosis, prognosis, or treatment of any patient which are 

maintained in connection with the performance of any program or activity relating to substance abuse 

education, prevention, training, treatment, rehabilitation, or research. 

Behavioral/Mental Health Records refers to all oral and written communications and records thereof relating 

to diagnosis or treatment of a patient’s mental condition between the patient/patient’s family/others and a 

psychiatrist/person participating under the supervision of a psychiatrist. 

HIV Health Records refers to the diagnosis, prognosis, treatment, and any communications related to patient’s 

HIV virus or AIDS disease. 
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Some types of Protected Health Information are afforded greater privacy protections by Connecticut 

State Law, and cannot be used or disclosed without explicitly being stated in a consent/authorization 

form signed by the research participant.  This is the case for sensitive information, which includes 

information on Behavioral/Mental Health, Substance Abuse Treatment, and HIV records. 

 

 The HRPP consulted with General Counsel to determine applicable requirements for all studies 

involving such information. Below is a summary of the requirements, and more detailed information can 

be found in the following memo drafted by General Counsel, titled “Use of Sensitive PHI in Research 

Without Consent”.   

 

 

Identifiable Behavioral Health and/or 
Substance Abuse Treatment Records 
are accessible by Connecticut 
Children’s workforce. 

Cannot be shared outside the walls of Connecticut Children’s 
unless: 
1) explicit Authorization is obtained from the participant, and  
2) an appropriate Agreement is in place. 

De-identified Behavioral Health 
and/or Substance Abuse Records are 
accessible by non-Connecticut 
Children’s workforce. 

Can be shared outside the walls of Connecticut Children’s  
with: 
1) a Waiver of Authorization approved by the IRB (or explicit 
authorization from the participant), and  
2) an appropriate Agreement is in place. 

Identifiable HIV/AIDS information can 
only be accessed with explicit 
authorization from the patient, 
regardless if the researcher is 
Connecticut Children’s workforce or 
not. 

Cannot be shared outside the walls of Connecticut Children’s, 
unless: 
1) explicit Authorization is obtained from the participant, and 
2) an appropriate Agreement is in place. 
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March 12, 2021 

Re: Use of Sensitive PHI in Research without Patient Consent   

 

 

Substance Abuse Records 

There is a combination of state and federal laws that provide enhanced protection for patient information concerning 

substance abuse diagnosis and treatment. Federal legislation1 applies only to treatment programs with some 

relationship to a federal entity, but Connecticut law2 extends the protection of the federal law to all substance abuse 

treatment programs, public or private, in the state.  

42 U.S.C. § 290dd-2(a) holds that “records of the identity, diagnosis, prognosis, or treatment of any patient which are 

maintained in connection with the performance of any program or activity relating to substance abuse education, 

prevention, training, treatment, rehabilitation, or research . . . be confidential and be disclosed only for the purposes 

and under circumstances expressly authorized [hereunder].” 42 U.S.C. § 290dd-2(b)(2)(B) then lists one of those 

purposes as “conducting scientific research,” and specifies that this disclosure is permissible “whether or not the patient 

. . . gives written consent.” 

Other requirements of using substance abuse records in research are that: (1) the minimum necessary amount of 

patient information is used, (2) the information is disclosed only to study personnel who have a need to know the 

information and (3) study personnel do not identify, directly or indirectly, any individual patient in any report of such 

research, audit or evaluation, or otherwise disclose patient identities in any manner.  

Further, all disclosures of substance abuse records for research purposes must comply with 42 CFR § 2.52. This is the 

statute that outlines the general requirements for disclosure of patient identifying information without patient consent. 

And in particular, 42 CFR § 2.52(1)(iii) allows such information to be disclosed research purposes when our Institutional 

Review Board (IRB) determines that an exception to, or waiver of consent, pursuant to 21 CFR part 50, is appropriate.  

In the event an exception or waiver is deemed appropriate by the IRB, Connecticut Children’s researchers should be able 

to review patient records related to substance abuse in accordance with the restrictions above. No identifiable 

substance abuse records should be disclosed to anyone who is not (1) a member of the Connecticut Children’s 

workforce and (2) needs this information to achieve the purpose of the particular research project.  

 

Behavioral Health Records 

The confidentiality of psychiatric communications and records is required under chapter 899 of the Connecticut general 

statutes.  

Communications and records is defined by C.G.S. § 52-146d(2) and includes “all oral and written communications and 

records thereof relating to diagnosis or treatment of a patient’s mental condition between the patient and a 

psychiatrist, or between a member of the patient’s family and a psychiatrist, or between any of such persons and a 

                                                           
1 42 U.S.C. § 290dd-2 and accompanying regulations, 42 C.F.R. Part 2. 
2 C.G.S § 17a-688; see State v. Rollinson, 203 Conn. 641, 654 (1987). 
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person participating under the supervision of a psychiatrist in the accomplishment of the objectives of diagnosis and 

treatment, wherever made . . .”  

In Connecticut, the general rule is that such information cannot be disclosed without the patient’s express written 

consent. C.G.S. § 52-146g(a), however, allows “a person engaged in research [to] have access to psychiatric 

communications and records which identify patients where needed for such research, if such person’s research plan is 

first submitted to and approved by the director of the mental health facility or his designee.” In this context, “mental 

health facility” has a broad definition and includes “any hospital, clinic, ward, psychiatrist’s office or other facility, public 

or private, which provides inpatient or outpatient service, in whole or in part, relating to the diagnosis or treatment of a 

patient’s mental condition.” Connecticut Children’s Medical Center would be considered a “mental health facility” under 

this definition.   

Similar to the federal substance abuse requirements, C.G.S. § 52-146g(b) requires that all psychiatric communications 

and records used for research not be removed from the mental health facility which prepared them. However, “coded 

data or data which does not identify a patient may be removed from a mental health facility, provided the key to the 

code shall remain on the premises of the facility.” With the proper IRB exception or waiver of consent, Connecticut 

Children’s researchers should be able to review psychiatric communications and records under the same restrictions as 

noted above for substance abuse records.  

 

HIV-related Information 

In Connecticut, whenever confidential HIV-related information is disclosed it needs to be accompanied by a statement in 

writing, whenever possible, which reads substantially similar to the following: 

This information has been disclosed to you from records whose confidentiality is protected by state law. State 

law prohibits you from making any further disclosure of it without the specific written consent of the person to 

whom it pertains, or as otherwise permitted by said law. A general authorization for the release of medical or 

other information is NOT sufficient for this purpose. 

There is no apparent exception to this disclosure rule for research. As such, Connecticut Children’s IRB would not be able 

to grant an exception or waiver of consent to enable a researcher to review patient-identifying HIV-related information. 

In order for research to be performed using such HIV-related information, an express consent to disclose HIV-related 

information with the aforementioned statement is necessary. 

 

 

 

 
 

Important Reminders: 

While this document outlines the IRB’s general guidance, each scenario is assessed on a study-by-study basis. 

 

This guidance is intended to supplement the Human Research Protection Program’s Standard Operating 

Procedures.  

 
 

For any questions, please contact the IRB office at (860)837-5515. 

file://///ccmc/shares/group/CCMCDOC/IRB/HRPP%20Standard%20Operating%20Procedures/Human%20Research%20Protection%20Program%20Standard%20Operating%20Procedures%20January%202019%201.29.19.pdf
file://///ccmc/shares/group/CCMCDOC/IRB/HRPP%20Standard%20Operating%20Procedures/Human%20Research%20Protection%20Program%20Standard%20Operating%20Procedures%20January%202019%201.29.19.pdf

