JCAHO STANDARDS AS APPLIED TO RESEARCH

1.  What are the JCAHO standards that apply directly to research?  What is their intent?

Standard RI.1.2.1.1
All patients asked to participate in a research project are given a description of the expected benefits.
Standard RI.1.2.1.2
All patients asked to participate in a research project are given a description of the potential discomforts and risks.
Standard RI.1.2.1.3
All patients asked to participate in a research project are given a description of alternative services that might also prove advantageous to them.
Standard RI.1.2.1.4
All patients asked to participate in a research project are given a full explanation of the procedures to be followed, especially those that are experimental in nature.
Standard RI.1.2.1.5
All patients asked to participate in a research project are told that they may refuse to participate, and that their refusal will not compromise their access to services.
Intent of RI.1.2.1.1 Through RI.1.2.1.5
When patients are asked to participate in an investigational study or clinical trial, they need information upon which to base their decision. The hospital protects patients and respects their rights during research, investigation, and clinical trials involving human subjects by 

· giving them information to make a fully informed decision; 
· describing expected benefits; 

· describing potential discomforts and risks; 

· describing alternatives that might also help them; 

· explaining procedures to be followed; and 

· explaining that they may refuse to participate, and that their refusal will not compromise their access to the hospital's services. 

The hospital has policies and procedures for providing patients with this information.
Standard RI.3
The hospital protects patients and respects their rights during research, investigation, and clinical trials involving human subjects.
Standard RI.3.1
All consent forms address the information specified in RI.1.2.1.1 through RI.1.2.1.5; indicate the name of the person who provided the information and the date the form was signed; and address the participant's right to privacy, confidentiality, and safety.
Intent of RI.3 and RI.3.1
A hospital that conducts research, investigations, or clinical trials involving human subjects knows that its first responsibility is to the health and well-being of the individual patient. To protect and respect patients' rights, the hospital always 

· reviews all research protocols in relation to the hospital's mission statement, values, and other guidelines; 
· weighs the relative risks and benefits to the subjects; 

· obtains the subject's consent. 

Because the patient's decision to participate in clinical trials or research needs to be based on his or her competency and sound information, the following items are documented in the patient's record: 

· The name of the person who provided the information and 

· The date the form was signed. 

When research procedures are complete, the principal investigator does everything possible to eliminate any confusion, misinformation, 
stress, physical discomfort, or other harmful consequences the participant may have experienced as a result of the procedures.
Examples of Evidence of Performance for RI.3 

· Interviews with patients and families 

· Interviews with clinical staff 

· Policies and procedures and other processes concerning research, investigation, or clinical trials 

· Minutes of IRB 

· Protocols for clinical trials 

· Research involving human subjects 

· Patient medical records 

2.  HOW DOES JCAHO SCORE THE RESEARCH-RELATED STANDARDS

Scoring for RI.1.2.1.1 and RI.1.2.1.5
Note: The following scoring applies to each standard RI.1.2.1.1 through RI.1.2.1.5.
Does the hospital provide the information that protects patients and respects their rights during research, investigation, and clinical trials involving human subjects by 

· giving them information to make fully informed decisions; 

· describing expected benefits; 

· describing potential discomforts and risks; 

· describing alternatives that might also help them; 

· explaining procedures to be followed; 

· explaining that they may refuse to participate, and that their refusal will not compromise their access to the hospital's services? 

	Score 1
	Yes

	Score 2
	With a few, minor exceptions

	Score 3
	Not consistently OR
Hospital policy does not address the issue identified in the standard.

	Score 4
	Rarely

	Score 5
	No


Scoring for RI.1.2.1.1
	1
	2
	3
	4
	5
	NA


Scoring for RI.1.2.1.2
	1
	2
	3
	4
	5
	NA


Scoring for RI.1.2.1.3
	1
	2
	3
	4
	5
	NA


Scoring for RI.1.2.1.4
	1
	2
	3
	4
	5
	NA


Scoring for RI.1.2.1.5
	1
	2
	3
	4
	5
	NA


Scoring for RI.1.3
This standard is not scored.
Scoring for RI.1.3.1
This standard is scored at IM.2.
Standard IM.2
Confidentiality, security, and integrity of data and information are maintained. 

Intent of IM.2
The hospital is responsible for maintaining the security and confidentiality of data and information and conforming to law and regulation as appropriate. The balance between data sharing and data confidentiality is addressed. Collection, storage, and retrieval systems are designed to allow timely and easy use of data and information without compromising their security and confidentiality. The hospital determines the level of security and confidentiality maintained for different categories of information. Access to each category of information is based on need and defined by job title and function. An effective process defines 

a. who has access to information, including codes, passwords, and audit trails to identify individuals, if appropriate to the system. Who has access to information may also include third party payers, regulating bodies, and accrediting organizations; 

b. the information to which an individual has access; 

c. the user's obligation to keep information confidential; 

d. when release of health information or removal of records is permitted; 

e. how and when consent for release of information is required; 
f. how information is protected against unauthorized intrusion, corruption, or damage; and 

g. the process followed when confidentiality and security are violated. 
The hospital addresses items a through g whenever it implements any new data and information collection, storage, and retrieval system(s). 

According to a written hospital policy, clinical records may be removed from the hospital's jurisdiction and safekeeping only with a court order or subpoena or according to law and regulation. Well-defined processes are used to preserve the confidentiality of data and information deemed sensitive or requiring extraordinary means to protect the privacy of the individuals. 

The hospital takes reasonable confidentiality and security measures to safeguard data and information when contributing to or using external databases. 

Examples of Evidence of Performance for IM.2 

· Organization wide policies and procedures 
· Interviews with appropriate staff 
· Observations 
· Protocols 
· Records of actions taken when violations are discovered 

3.  HOW ARE JCAHO STANDARDS USED TO REVIEW RESEARCH RECORDS?

Here is a brief synopsis of our Research Record Review Process;

Health Information Management randomly selects records of discharged patients and patients seen in the ambulatory care clinics for a given month.  All records are reviewed using the JCAHO Open / Closed Medical Record Review Form.  This tool is updated and published each year.  The tool contains over 100 indicators that JCAHO uses including a section with 10 indictors on Research, Clinical Trials & Experimentation Records.  Annually Medical Records Review Committee establishes goals for each indicator.  (Not all indicators are applicable for every record reviewed.) Areas such as Research Records normally end up with a small number of records reviewed using just the random review so these areas are supplemented by an additional record pull.  One month of the year, a supplemental Research Record review is performed.  Results of all reviews are aggregated and analyzed each month with wide distribution throughout the medical center including; providers, managers and committee chairs for information and improvement as needed.

HOW CAN THE PERIODIC REVIEW OF MEDICAL RECORDS BEING DONE FOR JCAHO BE INTEGRATED INTO A HRPP?

1. Institution can use review to assure signed consent in medical record.

2. Institution can use review to verify that IRB is including at least some of the required elements of consent in the informed consent document.

3. IRB can use review to make sure investigator is using approved consent form

4. IRB can use review to verify investigator is (at the very least) obtaining a signed consent from all subjects.

