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( 

Request for Records D1spos1t1on Authority 

Records Schedule Number DAA-0443-2012-0007 

Schedule Status Modified Approved Version 

Agency or Establishment National Institutes of Health 

Record Group / Scheduling Group Records of the National Inst1tutes of Health 

Records Schedule applies to Agency-wide 

Schedule SubJect NIH Intramural Research Records 

Internal agency concurrences will No 
be provided 

Background Information The NIH intramural research records retention schedules were 
updated to reflect the needs of the sc1ent1fic community, reduce the 
adm1mstrat1ve burden associated with managing research records, 
and achieve compliance with NARA mandates and guidelines 

Item Count 

Number of Total D1spos1t1on Number of Permanent Number of Temporary Number of Withdrawn 
Items D1spos1tion Items D1spos1tion Items D1spos1t1on Items 

12 1 11 0 

GAO Approval 
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Outhne of Records Schedule Items for DAA-0443-2012-0007 

Sequence Number 

1 

1 1 

1 2 

1 3 

2 

3 

4 

4 1 

42 

43 

44 

45 

46 

47 

Intramural Research Records 

Records of Intramural Research ProJects of Historical S1gmf1cance 
DIsposItIon Authority Number DAA-0443-2012-0007-0001 

Research Records that Support Intellectual Property Rights 
DIsposItIon Authority Number DAA-0443-2012-0007-0002 

Records of All Other Intramural Research ProJects 
DIsposItIon Authority Number DAA-0443-2012-0007-0003 

FDA Regulated Research Records 
D1spos1t1on Authority Number DAA-0443-2012-0007-0004 

lnst1tutIonal Review Board (IRB) Records 
D1sposItion Authority Number DAA-0443-2012-0007-0005 

Clinical Care Services and Departmental Operations 

Clinical Care Services Records 
DIsposItlon Authority Number DAA-0443-2012-0007-0006 

Radiology and Imaging Records 
DIsposItIon Authority Number DAA-0443-2012-0007-0007 

Blood Donor and Receiving Records 
DIsposItIon Authority Number DAA-0443-2012-0007-0008 

Blood Product Manufacture, Storage and Distribution Records 
DIsposItion Authority Number DAA-0443-2012-0007-0009 

Patient Medical Records 
DIsposItIon Authority Number DAA-0443-2012-0007-0010 

Medical Staff Credentialing Records 
DIsposItIon Authority Number DAA-0443-2012-0007-0011 

Pathology Test Records 
DIsposItIon Authority Number DAA-0443-2012-0007-0012 
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Records Schedule Items 

~equence Number 
( 

1 1 \ 

Intramural Research Records 
Intramural research records related to planning, development, oversight and 
execution of bIomedIcal research projects and programs performed by NIH 
research staff, contractors or under collaborative research and development 
agreements (CRADAs) These records span the project hfecycle and include, 
but are not hmIted to, final plans and protocols, clearances and authorizations, 
experimental, observational and control data generated in such research, including 
laboratory notebooks, and the products of research such as articles, reports and 
data sets required to - Facilitate data analysis, publlcat1on, collaboration, and 
peer review, - Demonstrate compliance with accepted policies and standards 
for the conduct of good science, - Validate and reproduce research outcomes, -
Support intellectual property claims, and - Defend against allegations of research 
misconduct and malpractice This records schedule Is designed to cover all 
intramural research records, as such, all intramural research records must be 
evaluated and assigned to one of the following three schedule items, which are 
listed in order from longest to shortest retention period Item 0001 - Records of 
Intramural Research Projects of Historical\ Significance Item 0002 - Research 
Records that Support Intellectual Property Rights Item 0003 - Records of All 
Other Intramural Research Projects At the termination of the project or research 
program, the Institute or Center (IC) that sponsored the research shall assess the 
ongoing scIentIfic research and intellectual property value of the project records 
All records originally IdentIfied for permanent retention shall be confirmed by the 
sponsoring IC as supporting a permanent retention value prior to accessioning to 
NARA 

Records of Intramural Research Projects of Historical SIgnifIcance 

D1spos1t1on Authority Number DAA-0443-2012-0007-0001 

These records span the project life cycle and include, but are not hm1ted to records 
that - Received national or international awards of dIstinctIon, - Resulted in a 
sIgnif1cant improvement in public health, safety, or other vital national interest, 
- Drew widespread national or international media attention and/or extensive 
congressional, NIH or other government agency investIgatIon, - Show~d the 
development of new and nationally or internationally s1gnif1cant techniques that 
are critical for future scientific endeavors, or - Made a sIgnif1cant impact on the 
development of national or international scIentIfic, political, economic, or social 
priorities 

Final D1spos1t1on Permanent 

Item Status Active 

Is this item media neutral? Yes 
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Do any of the records covered 
by this item currently ex,~t in 

electronic format(s) other thane-
mail and word processing? 

Do any of the records covered 
by this item exist as structured 
electronlC, data? 

D1spos1t1on Instruct1on 

Cutoff Instruction 

Transfer to Inactive Storage 

Transfer Electronic Records to 
the National Archives for Pre
Accessioning 

Transfer to the National Archives 
for Access1onmg 

Additional Information 

What will be the date span of the 
m1ttal transfer of records to the 
National Arch,vec,? 

How frequently will you, agency 
transfer these records to the 
National Archives? 

Yes 

Yes 

Cut off annually at term1nat1on of proJect/program or 
when no longer needed for sc1ent1fic reference 

Transfer to inactive storage 5 years after cutoff 

Transfer electronic records to the National Archives 
for pre-accessioning 5 year(s) after cutoff 

Transfer paper records to the National Archives m 
five year blocks when the oldest records m the block 
are 30 years old 

From 1983 To 1987 

Every 5 Years 

Estimated Current Volume Annual Accumulation 

Electromc/D1g1tal 

Paper 20 Cubic feet 20 Cubic feet 

M1croform 

Hardcopy or Analog Special 
Media 

1 2 Research Records that Support Intellectual Property Rights 

D1spos1t1on Authority Number DAA-0443-2012-0007-0002 
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Intellectual Property Records consisting of project documentation that support J 

patents or inventions rights that do not meet the retention criteria for Item 0001 -
Records of Intramural Research Records Projects of Historical Significance 

Final D1spos1t1on 

Item Status 

Is this item media neutral? 

Do any of the records covered 
by this item currently exist m 
electronic format(s) other than ew 
mall and wot d p1 ocess1ng? 

Do any of the records covered 
by this ,tern exist as structured 
electronic data? 

Inactive Status Explanation 

,J 

D1sposmon Instruction 

Cutoff Instruction 

Transfer to Inactive Storage 

Retention Period 

Add1tIonal Information 

GAO App1 oval 

Temporary 

Inactive 

Yes 

Yes 

Yes 

I 

This item Is inactive because It was superseded by 
New DIsposItIon Authority Number 
DAA-0443-2017-0002-0001 
This authority was originally superseded by 
DAA-0443-2016-0001, which was subsequently 
superseded by DAA-0443-2017-0002 on 9/13/2017 

Cut off annually at expIratIon or abandonment of 
patent family or when no longer needed for scIent1fic 
reference, whichever Is longer 

I 

Transfer to inactive storage 1 year after cutoff 

Destroy 30 year(s) after cutoff 

Not Required 

1 3 Records of All Other Intramural Research Projects 

D1spos1tion Authority Number DAA-0443-2012-0007-0003 

Records of all other intramural research projects that do not meet the retention 
criteria for Item 0001 - Records of Intramural Research Records Projects of 
Historical SIgmfIcance, or Item 0002 - Research Records that Support Intellectual 
Property Rights 

Final D1spos1t1on Temporary 

Item Status Active 

Is this item media neutral? Yes 

Do any of the records covered 
by this ,tern currently exist m 

Yes 
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electronic format(s) other thane
mail and word processing? 

Do any of the records covered Yes 
by this item exist as structured 
electronic data? 

D1spos1t1on Instruct1on 

Cutoff Instruction 

Retention Period 

Add1t1onal Informat,on 

GAO Approval 

Cut off annually at termination of proJect/program 
or when no longer needed for sc1ent1f1c reference, 
whichever 1s longer 

Destroy 7 year(s) after cutoff 

Not Required 

FDA Regulated Research Records 

D1spos1tlon Authority Number DAA-0443-2012-0007-0004 

FDA regulated research records, as required by 21 CFR, pertain to the receipt, 
shipment, and other d1spos1t1on of new or invest1gat1onal drugs or devices FDA 
regulated research records include, but are not limited to, Jnvest1gat1onal New 
Drug (IND) applications, lnvest1gat1onal Device Exemptions (IDE) and New 
Drug Apphcat1ons (NDA), amendments, safety reports, annual reports, and drug 
d1spos1tions 

Final D1spos1t1on 

Item Status 

Is this item media neutral? 

Do any of the records covered 
by this item currently exist in 

electronic format(s) other thane-
mail and word processing? 

Do any of the records covered 
by this item exist as structured 
electronic data? 

D1spos1t1on Instruction 

Cutoff lnsbuct,on 

Retention Period 

Additional lnfoi mat1on 

Temporary 

Active 

Yes 

Yes 

Yes 

Cut off annually after application 1s approved/ 
disapproved, or 1f no new application 1s filed, after the 
study 1s completed/discontinued and FDA 1s not1f1ed 
of d1scontinuat1on 

Destroy 3 year(s) after cutoff 
) 

Eledromc Records Archives Page 6 of 14 PDF Created on 10/17/2019 



3 

0 0 
NATIONAL ARCHIVES AND RECORDS ADMINISTRATION 
Request for Records D1spos1t1on Authority Records Schedule DAA 0443 2012 0007 

GAO Approval Not Required 

Institutional Review Board (IRB) Records 

D1spos1t1on Authority Number DAA-0443-2012-0007-0005 
I 

lnstItutIonal Review Board (IRB) records documenting ethical and regulatory 
oversight of research involving human subjects as required by 45 CFR 46 and 21 
CFR 56 These records document IRB actIvItIes and may include IRB procedures, 
membership rosters, meeting minutes, decIsIons/approvals, copies of reviewed 
research proposals, sc1ent1fic evaluations, approved sample consent documents, 
progress reports submitted by research staff, and reports of injuries to research 
subjects NOTE Significant IRB records may need addItIonal review for possible 
inclusion in item 0001 1f the records meet multiple cntena as stated in item 0001 
Consult with the NIH Records Officer in making this determination 

Final D1spos1t1on Temporary 

Item Status Active 

Is this item media neutral? Yes 

Do any of the records covered Yes 
by this item currently exist m 
electronic format(s) other than e-
mail and word processing? 

Do any of the records covered Yes 
by this item exist as structured 
electronic data? 

D1spos1t1on Instruct1on 

Cutoff Instruction Cut off research-spec1f1c IRB records annually at 

\ 
the completion of the research project and IRB 
operational and governance records at the end of 
each fiscal year or cut off when no longer needed for 
business and scIentIfIc use, whichever Is longer 

Reten't1on Period Destroy 3 year( s) after cutoff 

Add1t1onal lnfo1 matton 

GAO Approval Not Required 

Cllmcal Care Services and Departmental Operations 
Cllmcal care services records documenting cllmcal care and patient case 
management actIvItIes encapsulating the cllmcal and operational processes for 
proficient patient throughput Cllmcal care services records document patient care 
operations, and include the output of functions such as prescriptions, preliminary 
evaluations, quality assessments, routine patient examinations, treatment logs_ and 
worksheets, laboratory equipment analyses and testing, patient accommodations, 
and plans for care 
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-

Clinical Care Services Records 

D1spos1t1on Authority Number DAA-0443-2012-0007-0006 

Clinical care services and clinical care department operational records are 
consolidated under this one common temporary retention ,tern Exclusions and 
exceptions are noted and cross referenced to their appropriate ,tern numbers 
within this schedule The records associated with this common schedule item 
include, but are not limited to, the following clinical care functions - Ambulatory 
and outpatient care, - B1oeth1cs, - Clinical epIdemIology and bIostatIstIcs services, -
Credent,almg services, - Critical care medicine, - Hospital epIdemIology services, -
Internal medicine, - Laboratory medicine (exception noted m Item 0013 - Pathology 
Test Records), - Medical records services (exception noted m Item 0011 - Patient 
Medical Records), - Nursing and patient care services, - Nutrition services, -
Pam and pall1at1ve care services, - Pediatric care, - Perioperat,ve medicine, -
Positron EmIssIon Tomography (PET) ,magmg services (exception noted m Item 
0008 - Radiology and Imaging Records), - Pharmacy services, - Rehab1litat1on 
medicine (exception noted m Item 0012 - Medical Staff Credent,almg Records), 
- Social work, - Spiritual ministry, and -Transfusion medicine (exceptions noted 
m Item 0009 Blood Donor and Receiving Records and Item 001 0 - Blood Product 
Manufacture, Storage and DIstribut1on Records) 

Final D1spos1t1on Temporary 

Item Status 
\

Active 

Is this item media neutral? Yes 

Do any of the records covered Yes 
by this item currently exist in 

electronic format(s) other thane-
mail and word processing? 

Do any of the records covered Yes 
by this item exist as structured 
electronic data? 

D1spos1t1on Instruction 

Cutoff Instruction Cut off annually at end of fiscal year 

Retention Period Destroy 7 year( s) after cutoff 

AddIttonal Information 

GAO Approval Not Required 

Radiology and Imaging Records 

D1spos1t1on Authority Number DAA-0443-2012-0007-0007 

Radiology and imaging records comprised of X-rays and other roentgenographIc 
images produced by devices and procedures such as bodyhead scans created 
by computerized transax,al tomography (CT) Files may include physIcIan 
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interpretations of images/scans Examples include, but are not limited to, posItIve 
photographic images resulting from ultrasound, MRI, PET, PET/CT, PET/MRI, and 
radIolog1st reports and Interpretat1ons 

Final D1spos1t1on Temporary 

Item Status Active 

is this item media neutrc31; Yes 

Do any of the records covered Yes 
by this item currently exist in 

electronic fot mat(s) other ttian e-
mail and word processing? 

Do any of the records covered Yes 
by this item ex,~t as structu1 ed 
electronic- data? 

D1spos1t1on ,nstruc.t1on 

CutoTf Instruction Cut off in 5 year intervals by fiscal year after file 
becomes inactive or when no longer needed for 
clinical reference, whichever Is longer I 

Retention Period Destroy 60 year(s) after cutoff 

Add1t1ona1 Information 

GAO Approval Not Required 

Blood Donor and Receiving Records 

D1spo~1t1on Autho11ty Number DM-0443-2012-0007-0008 

Blood donor and receiving records for blood and ,ts components that are collected, 
processed, compatIbIllty tested, stored, and dIstnbuted by NIH These records 
1dent1fy blood donors, document donor deferrals, and 1dent1fy and descnbe blood 
products received from other collection fac1llt1es These records shall be retained 
for such intervals beyond the expiration date for the blood or blood component 
as necessary to facilitate the reporting of any unfavorable clinical reactions as 
required by 21 CFR 606 

Final D1spos1t10,, Temporary 

Item Status Active 

Is this item media neutral? Yes 

Do any of the recoros covered Yes 
by this 1t~m currently ex1~t in 

electronic format(s) other thane-
mail and word processing? 

Do any of the records cover~d Yes 
by this item exist as structured 
electronic data? 
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D1spos1t1on Instruction 

Cutoff Instruction Cut off annually after 50 years or annually after 
expiration of the pat1ent/subJect, whichever 1s longer 

Transfer to Inactive Storage Transfer to inactive storage 1 year after cutoff 

Retention Period Destroy 30 year(s) after cutoff 

Add1t1onal Informat,on 

GAO Approval Not Required 

Blood Product Manufacture, Storage and Distribution Records 

D1spos1tion Authf>nty Number DAA-0443-2012-0007-0009 

Blood product manufacture, storage and d1stribut1on records that document FDA 
regulated good manufacturing practices for blood and blood components as 
required by 21 CFR 606 These include records documenting donor selection and 
blood product collection, processing, inventory and d1stribut1on 

Fmal D1spos1t1on Temporary 

Item Status Active 

Is this item media neutral? Yes 

Do any of the records covered Yes 
by this item cunently exist in 

electronic format(s) other thane-
mail and word processing? 

Do any of the records covered Yes 
by th1~ ,tern exist as structured 
electronic data? 

D1spos1t1on Inslruct1on 

Cutoff li1struct1on Cut off annually at end of fiscal year 

Retention Period Destroy 1 O years after cutoff or 6 months after 
latest expiration of any components, whichever 1s 
longer If no expiration date, records shall be retained 
indef1mtely (21 CFR 606 160 - Records (d)) 

Add1t1onal Information 

GAO Approval Not Required 

45 Patient Medical Records 

D1spos1t1on Authority Number 
(.._ 

DAA-0443-2012-0007-0010 

Patient medical records documenting adm1ss1ons and medical treatment for a 
patient accepted in a research proJect These records are the primary source of 
evaluation and analysis for either chmcal care or clinical research study 
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-

Final D1spos1bon Temporary 

Item Srotus Active 

Is this item media neutral? Yes 

Do any of the records covered Yes 
by th1~ item currently exist in 

electronic format(s) other thane-
mail and word processing? 

Do any of the records covered Yes 
by this item exist as structured 
electronic data? 

D1spos1t1on lnstruc+10'1 

Cutoff Instruction Cut off patient case file annually after 5 years of 
1nact1v1ty 

Retention Period Destroy when case file 1s no longer needed for 
sc1ent1fic reference 

Addtt1onal Information 

GAO Approval Not Required 

Medical Staff Credentialing Records 

D1spos1t1on Authonty Number DAA-0443-2012-0007-0011 

Medical Staff credentialing records documenting approval of phys1c1ans, dentists, 
and other health professionals for involvement in patient treatments or other patient 
contacts These records document part1c1pat1on in patient care and include signed 
agreements to abide by Medical Staff bylaws, delineations of clinical privileges, 
and related records Information 1s collected from ind1v1dual members of the 
Clinical Center Medical Staff and 1s used to document their credentialing and 
privileging 

Final D1spos1l1on Temporary 

Item Status Active 

Is this item media neutral? Yes 

Do any of the records cove1ed Yes 
by this item curre11tly exist in 

electronic format(s) other thari e-
mail and word processing? 

Do any of the records covered Yes 
by this item exist as structured 
electronic data? 

D1spos1t1on Instruction 
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Cutoff Instruction Cut off annually after medical staff member leaves 
patient care 

Transfer to Inactive Storage Transfer to inactive storage 1 year after cutoff 

Retention Period Destroy 30 year(s) after cutoff 

Add1t1oral Information 

GAO Approval Not Required 

Pathology Test Records 

D1spos1t1on Authonty Number DAA-0443-2012-0007-0012 

Pathology test records including media preparation case files, indices and formulas 
as required by 42 CFR 493 The records contain information related to requ1s1t1ons 
for laboratory media and cells, including a description of the method of preparation 
and the ingredients used 

Final D1spos1t1on Temporary 

l1em Status Active 

Is th1~ rtem media neutral? Yes 

Do any ot the records covered Yes 
by this item currently exist in 

electronic to, mclt(s) other than ew 
mall and word processing? 

Do any of the records covered Yes 
by this item exist as structured 
electronic data? 

D1spos1i1on Instruct1on 

Cutoff lnsu uct1on Cut off annually after the date of reporting 

Retention Period Destroy 10 year(s) after cutoff 

Add1l1ona! lnfot mat1on 

GAO Approval Not Required 
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Agency Cert1f1cation 

I hereby certify that I am authorized to act for this agency m matters pertammg to the d1spos1t1on of its records and that the records 
proposed for disposal m this schedule are not now needed for the business of the agency or will not be needed after the retention 
periods specified 

Signatory Information 

Date Action By Title Orgamzat1on 

09/05/2012 Certify Kimberly 
Johnson 

Records Officer OMA-DMS 

10/09/2012 Return for Rev1s10 
n 

Valene Terray Archives Specialist National Archives and 
Records Adm1mstrat1on 
- Records Management 
Services 

11/09/2012 Submit For Cert1f1c 
at1on 

Kimberly 
Johnson 

Records Officer OMA-DMS 

11/13/2012 Certify Kimberly 
Johnson 

Records Officer 

l 

OMA-DMS 

05/01/2013 Return for Rev1s10 
n 

Valene Terray Archives Specialist National Archives and 
Records Admm1strat1on 
- Records Management 
Services 

07/12/2013 Submit For Cert1fic 
at1on 

Kimberly 
Johnson 

Records Officer OMA-DMS 

07/17/2013 Certify Kimberly 
Johnson 

Records Officer OMA-DMS 

04/01/2014 Submit for Concur 
rence 

Valene Terray Archives Specialist National Archives and ~ 

Records Admm1strat1on 
- Records Management 
Services 

04/01/2014 Concur Margaret 
Hawkins 

Director of Records 
Management Serv1c 
es 

National Records 
Management Program 
- Records Management 
Services 

04/02/2014 Concur Laurence 
Brewer 

Director, National R 
ecords Management 
Program 

National Archives and 
Records Administration 
- National Records 
Management Program 

04/02/2014 Approve David Femero Arch1v1st of the Unite 
d State, 

Office of the Arch1v1st -
Office of the Arch1v1st 
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