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Document Retention and Destruction: Clinical Research, Investigator Files; pgs. 12 – 15. (CH Compliance Manual, ELibrary)
CHB POLICY:
Documentation Retention



Research Files, Records & Departments

Definitions

	Documents
	Paper or electronic records, as described in the schedules below, including writings, reports, memoranda, notes, files, correspondence, medical records, applications, employment records, health records, notes, logs, agreements, e-mails, inspection reports, accreditation reports, and other writings.

	Retain
	To maintain a written or electronic form of a document in a manner that is appropriately secure given its nature, in an organized manner that allows later users to access the documents without extensive search. Retention may include archival, such as storage at Iron Mountain, or microfiche, where ready access during the retention period is not necessary or anticipated. 

	Destroy
	To destroy documents in a manner appropriate to their nature, such as deletion of e-mails and archived e-mails; shredding of documents containing protected health information; locked-box recycling of confidential information; and erasure of electronic information on computer equipment consistent with applicable information security policies. 


Clinical Research: Investigator files
	Documentation Type 
	Mandated Retention 
	CHB Policy

	Administrative Files
- sponsored research agreement  

and amendments

- budget 

- expenditure files
	( If commercial sponsorship:  Contract duration plus 6 years
( If federally funded: 
3 years after the submission of the annual financial status report
	6 years after final report

	Protocol

Investigator Brochure 

Amendments
	( If relevant to care:
Med mal statute of limitations
( If FDA study: 2 yrs after later of 
(a) date on which clinical investigation is terminated; or 
(b) data is no longer required to support an FDA pre-market approval application, notice of completion of product development protocol (devices only), or FDA is notified of discontinuance of application.

(  For records kept in the medical records (e.g. informed consent form), see Patient Care Record retention standards 
	6 years after final report, except that records of clinical care and adverse incidents, if not placed in medical record, should be maintained for period required for medical records

	Trial Binders

- Case Reports w/ raw data

- Reports

- Drug and Device accountability info

- Monitor & Sponsor Correspondence

- FDA-required forms

- Adverse Event Reports
	2 years after later of 
(a) date on which clinical investigation is terminated; or
(b) data is no longer required to support an FDA pre-market approval application, notice of completion of product development protocol (devices only), or FDA is notified of discontinuance of application
	6 years after final report, except that records of clinical care and adverse incidents, if not placed in medical record, should be maintained for period required for medical records


	Documentation Type 
	Mandated Retention 
	CHB Policy

	Invention Disclosures and 

Documents Relevant to Inventorship 
	(  If patented, duration of patent and all continuation applications

(  License duration plus 6 years

(  Sponsored research agreement plus  6 years
	20 years

	Other Data 
	HMS Policy: a minimum of 5 years from the first major publication or completion of an unpublished study (change to six years is contemplated)

Period stated in data sharing plan where required under NIH grants 
	6 years, or longer period if stated in data sharing plan

	Study results and documents placed in the medical record
	See standards for Medical Records
	See standards for Medical Records

	Administrative files
- grants or sponsored research 
agreements and amendments

- budget
- procurement and expenditure files

- protocols (for animal research)

- summary sponsor reports
	(  If commercial sponsorship:
contract duration plus 6 years
(  If federally funded: 
3 years after the submission of the annual financial status report
	6 years after final report

	Lab Notebooks

General Data
	HMS Policy: a minimum of 5 years from the first major publication or completion of an unpublished study (change to six years is contemplated)

Period stated in data sharing plan where required under NIH grants
	6 years, or longer period if stated in data sharing plan

	Invention Disclosure and 

Documents relevant to inventorship and patent application
	(  Duration of patent, if patented, and all continuation application

(  License duration plus 6 years
	20 years


