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Dear Investigator,

CTEP is required to meet Food and Drug Administration (FDA) established timelines when reporting adverse events from CTEP/DCTD/NCI-sponsored clinical trials. CTEP/DCTD/NCI-sponsored clinical research sites need to meet the designated timelines specified in the NCI Guidelines for reporting an Adverse Event.  Please assist this process by:
· sending the information below to the attention of: __________________
                                                                                             CTEP requestor name

· contacting the requestor for any questions at:  _____________________
                                                                                       CTEP requestor contact number
· forwarding the requested information listed below:

· write the following information on each page that is faxed to 301- 230-0159:


Patient ID:    ___________________


AdEERS/CTEP-AERS Ticket Number:   ______________
· by the designated time frame: __________ utilizing the information listed below:
                                                               date
Please note that prior to sending the requested information to the CTEP requestor listed above, we request that the identifiers listed below be redacted/removed:

· Patient’s name, postal address information, including: street address, city, county, precinct, zip code, and their equivalent geocodes
· Patient’s Telephone Number(s)
· Patient’s Social Security Number
· Patient’s Medical Record Numbers
· Patient’s Health Plan Beneficiary Numbers
· Patient’s Account Numbers
· Patient’s full-face photographic images and any comparable images

If you must obtain Protected Health Information (PHI) from an outside health care facility/provider: Please complete the information on the attached document labeled “Request for Information on Patient Participating in Clinical Research Study”, including your name and phone number as the requestor, the patient’s name, emergency room visit/hospitalization dates, the information required, and the date due to you to meet FDA/CTEP’s reporting requirements (refer to designated time frame above for the due date), and forward the form along with the document on the next page to the facility/provider. After receiving the requested information from the medical records department and/or outside facility/provider, remove the patient name and 
identifiers listed on this page. Write the patient ID and AdEERS/CTEP-AERS Ticket Number on each page being forwarded to CTEP.  Fax the requested information to:  301-230-0159. 

For additional guidance on disclosures of PHI for public health purposes to a government agency that also conducts research, see HIPAA Privacy Rule and Public Health:  Guidance from CDC and the U.S. Department of Health and Human Services, located at http://www.cdc.gov/mmwr/preview/mmwrhtml/su5201a1.htm.

.
For assistance, contact the AEMD Help Desk (formerly the AdEERS MD Help Desk) :             
Email:   
aemd@tech-res.com




                                             



Phone:
301-897-7497               

Thank You for Your Timely Assistance in this Vital Research Effort!

Obtaining Medical Information from Outside Health Care Facilities for Patients on Clinical Protocols  

When Authorization for Protected Health Information (PHI) is NOT Required

[45 CFR Part 164.512(b)]

Information for the Clinical Investigator or Medical Records Department 
*Please note that this section pertains to both living and deceased persons.*
Many Cancer Therapy Evaluation Program (CTEP) clinical sites have reported difficulty obtaining necessary patient medical records when the patient is seen/treated in an outside medical facility stating that HIPAA Privacy Rules prevent them from disclosing any Protected Health Information (PHI).  The HIPAA Privacy Rule is not intended to impede public health activities.  The HIPAA Privacy Rule permits certain disclosures of PHI for public health activities and research without a patient’s authorization.  Disclosures to clinical research facilities/clinical investigators in NCI sponsored clinical studies are permitted, as long as the reason for the requests fit within the Privacy Rule’s relevant exception(s).
The disclosure of PHI is permitted under section 45 CFR Part 164.512(b) (1). If an entity qualifies as a public health authority, a covered entity may disclose PHI to the public health authority if the law authorizes the public health authority to collect or receive such information for the purposes set forth in section 45 CFR Part 164.512(b)(1).
There is a special procedure for disclosing PHI of deceased persons to a public health authority.
Please see below:

Accessing Information on Deceased Persons (Section 164.512)
A covered entity may disclose PHI of a deceased person to a clinical investigator, without the authorization of the deceased person’s estate, if the clinical investigator provides the covered entity certain assurances.  For this information, the clinical investigator must provide documentation that the person is deceased and must submit a request to the outside med facility stating that:
· the use/disclosure of the PHI is for research purposes only

· the information is necessary for research purposes

· the person is deceased

For additional guidance on disclosures of PHI for public health purposes to a government agency that also conducts research, see HIPAA Privacy Rule and Public Health:  Guidance from CDC and the U.S. Department of Health and Human Services, located at:
http://www.cdc.gov/mmwr/preview/mmwrhtml/su5201a1.htm 













Request for Information on Patient Participating in a NCI Clinical Research Study
The following patient is/was a participant in a Cancer Therapy Evaluation Program (CTEP), Division of Cancer Treatment and Diagnostics (DCTD), National Cancer Institute (NCI), clinical research study.  As such, CTEP is required to meet Food and Drug Administration (FDA) established timelines when reporting adverse events from CTEP/DCTD/NCI-sponsored clinical research trials to the FDA and is requesting additional medical documentation/records regarding the adverse event(s)/toxicity(ies) and/or emergency room visit(s)/hospitalization(s) below.  Please assist this process by:
· sending the information below to the attention of: _____________________________________

                                                                                                                    requestor name

· contacting the requestor for any questions at:  ________________________________________

                                                                                                            requestor contact number
· forwarding the requested information listed below:

_______________________________________________________________________________

_______________________________________________________________________________
_______________________________________________________________________________
_______________________________________________________________________________
· writing the following information on each page that is faxed to  _________________________:
                                                                                                                           fax number


Patient ID:    _______________________________________________________


Adverse Event(s)/Toxicity(ies):  __________________________________________


Emergency Room Visit Date(s): __________________________________________

Hospitalization Date(s):  ________________________________________________
· by the designated time frame: _______________________ 
For assistance, contact the AEMD Help Desk (formerly the AdEERS MD Help Desk) :             

Email:   
aemd@tech-res.com




                                             



Phone:
301-897-7497               
Thank You for Your Timely Assistance in this Vital Research Effort!
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