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AGENDA

General Overview (EPA & OECD)

- Physical Archives

- Electronic Archives

Considerations for Archives
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ARC HIVES

Space shall be provided for archives, limited to 

access by authorized personnel only, for the 

storage and retrieval of all raw data and specimens 

from completed studies.

EPA GLPS, § 160.51

Archive facilities should be provided for the secure 

storage and retrieval of study plans, raw data, final 

reports, samples of test items and specimens. 

Archive design and archive conditions should 

protect contents from untimely deterioration.

OECD Principles on GLP, No.1
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AR C HI VES  -  PHYS I C AL

Storage
Maintain study files, facility 

records, specimens, retains 

for test, control and reference 

substances

Indexed
Maintain orderly storage and 

(expedient) retrieval

Limited Access
Entry limited to personnel 

authorized by management

Preservation
Storage conditions do not 

adversely affect the quality 

and integrity of the records
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Storage
Maintain study files, facility 

records, and electronic data 

with their associated metadata

Indexed
Maintain orderly storage and 

(expedient) retrieval

Limited Access
Access limited to personnel 

authorized by management

Preservation
Free from magnetic interference 

and utilizing backup systems for 

power and data through 

mirroring and/or cloud storage
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AR C HI VES  -  E L EC T RO NI C
KEY  R EQ U I REM E NT S
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PHYSICAL 
ARCHIVES



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s

7

A
R

C
H

I
V

E
S

:
 

P
H

Y
S

I
C

A
L

 
V

S
 

E
L

E
C

T
R

O
N

I
C

 
J

A
N

 
3

0
,

 
2

0
2

6

• For EPA, requirements outlined in the following locations:

• §160.31(e) as TFM to ensure there are facilities available

• Subpart C defines “Facilities” and in § 160.51 specifies space for archives with 

some details



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For EPA, requirements outlined in the following locations:

• §160.190 and 160.195 outlines what should be retained, how it should be 

retained, and who manages and accesses the archives



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For EPA, requirements outlined in the following locations:

• §160.190 and 160.195 outlines what should be retained, how it should be 

retained, and who manages and accesses the archives

WHO

WHAT 

& HOW



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For EPA, requirements outlined in the following locations:

• §160.195 further details retention period (b) and business concerns (g)



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For OECD, requirements outlined in the following locations in No. 1:

• Section I - Definition of GLP



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s

12

A
R

C
H

I
V

E
S

:
 

P
H

Y
S

I
C

A
L

 
V

S
 

E
L

E
C

T
R

O
N

I
C

 
J

A
N

 
3

0
,

 
2

0
2

6

• For OECD, requirements outlined in the following locations in No. 1:

• Section II, 1.1, #2, (b) and (l), TFM to ensure appropriate facilities exist and to 

identify the archivist



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For OECD, requirements outlined in the following locations in No. 1:

• Section 3 defines “Facilities” and in 3.4 specifies what should be retained and 

how it should be retained



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For OECD, requirements outlined in the following locations in No. 1:

• Section 3 defines “Facilities” and in 3.4 specifies what should be retained and 

how it should be retained

WHAT

HOW



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For OECD, requirements outlined in the following locations in No. 1:

• Section 2, 10.1 provides a list of what should be retained

MORE DETAILS ON 

WHAT (from OECD)



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For OECD, requirements outlined in the following locations in No. 1:

• Section 10.2 and 10.3 states the “how”



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• For OECD, requirements outlined in the following locations in No. 1:

• Section 10.4 further details business concerns



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• Additionally, OECD provides further detailed guidance for physical 
archives:

• OECD GLP Advisory No. 15, “Establishment and Control of Archives that 
Operate in Compliance with the Principles of GLP”

• OECD GLP Advisory No. 22, GLP Data Integrity



PHYS IC A L  ARC HIVES
Pap e r,  s am p le s ,  Te st  S u bstan ce s
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• Other OECD references include:

• OECD GLP Consensus Document No. 6, The Application of the GLP Principles 

to Field Studies (coordination to archive between the sites)

• OECD GLP Advisory No. 11, specifies archive responsibilities for a sponsor if a 

facility goes out of business

• OECD GLP Consensus Document No. 13, includes archive responsibilities for 

the Principal Investigator and multiple sites participating in a study



ELECTRONIC 
ARCHIVES



EL EC T RO NIC  ARC HI VES
E le ct ron ic  Raw d ata  an d  Metad ata
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• For EPA, the same requirements as that for physical archives:

• §160.31(e) as TFM to ensure there are facilities available

• Subpart C defines “Facilities” and in § 160.51 specifies space for archives

• §160.190 outlines what should be retained, how it should be retained, and 

who manages and accesses the archives

• §160.195 further details retention period (b) and business concerns (g)

• Electronic systems are considered equipment and follow §160.61 and 160.63 



EL EC T RO NIC  ARC HI VES
E le ct ron ic  Raw d ata  an d  Metad ata
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• OECD GLP Principles for e-Archives follow the same as physical archives

• Additionally, OECD provides further detailed guidance:

• OECD GLP Advisory No. 15, “Establishment and Control of Archives that 
Operate in Compliance with the Principles of GLP”-> Section 8

• OECD GLP Advisory No. 17, “Application of GLP Principles to Computerised 
Systems”

• OECD GLP Advisory No. 17, Supplement 1, GLP & Cloud Computing

• OECD GLP Advisory No. 22, GLP Data Integrity (e-data throughout)



THE QAU & 
THE ARCHIVE



Q AU 24

• For EPA, QA requirements can be gleaned from the 
following:

• §160.35(a) as QA ensures that facilities are in compliance 

with the GLPS and existing facility SOPs (including archives)

• §160.35(c) Retention of QA records with an index

• For OECD, 

• OECD GLP Advisory No. 23, section 10, details QA record 

retention and archive, and section 11.6, specifies the need for 

periodic inspections by QA of both archive facilities (internal 

and external) and the associated archive procedures
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ARCHIVE
CONSIDERATIONS



AR C HI VE  C O NS I DER A T I O NS

26

Consideration 1:  Business & GLP Operations?
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Per EPA GLPS, §160.195(g):  

I f  a  faci l i ty  conducting test ing or  an archive contracting faci l i ty  goes out of  

business ,  a l l  raw data,  documentation,  and other material  specif ied in this  

section shal l  be transferred to the archives of  the sponsor of  the study .  The 

EPA shal l  be notif ied in writ ing of  such a transfer.

*Notify  EPA (Henry) v ia  email :  armstead.henry@epa.gov  of  faci l i ty  updates*
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AR C HI VES :  B U S I NESS  AND G L PS
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mailto:armstead.henry@epa.gov


Per EPA GLP Advisory No. 75:

(transfer of archives) 
28
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*Notify EPA via email: armstead.henry@epa.gov

mailto:armstead.henry@epa.gov


Per OECD GLP, No. 1,  10.4 :  

If  a test faci l ity or an archive contracting faci l ity goes out of business 

and has no legal successor,  the archive should be transferred to the 

archives of the sponsor(s) of the study(s).
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Per OECD GLP Advisory, No. 15 :  
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Per OECD 

GLP Advisory,

 No. 15 :  
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Per OECD GLP Advisory, No. 15 :
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Per OECD GLP Advisory, No. 11 :  



Business Considerations

• Business closure

• Stoppage or Termination of GLP services

• Acquisition/Transition of Business
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Business Considerations
• Business closure

✓ Contact the GLP monitoring authority (GLP MA) such as the EPA, SCC, etc.

✓ Notify sponsors

✓ Transfer the facility’s archive
✓ Study records to the applicable sponsor archive

✓ Non-study records should be transferred to a sponsor or a long-term location

✓ Document location(s) of archived records

➢ Inform business partners, family, etc. of plans, procedures, process

✓ Have key contact information centralized (EPA, Sponsors, QA, etc.)
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Business Considerations
• Stoppage of GLP services (~ OECD No. 15, section 11.2)

“ te st  s i te  n o  lon ge r  inte n d s  to  op e rate  th e  arch ive  in  com p l ian ce  wi th  th e  Pr in c ip le s
of  G LP… "

➢ If suspending GLP operations, consider planned length of time

➢ Archives will need to be maintained to GLP during stoppage

✓ If Terminating, follow guidelines for Business closure

✓ Contact monitoring authority and sponsors

✓ Transfer archives

✓ Study records to Sponsors

✓ Non-study records to an agreed to location (notifying MA and sponsors)

➢ Inform business partners, family, etc. of plans, procedures, process
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Business Considerations
• Acquisition/Transition of Business

✓ Contact the GLP monitoring authority (GLP MA) such as the EPA, SCC, etc.

✓ Notify sponsors

✓ Update on new ownership and contact information/name(s)

✓ Review facility procedures archive

✓ Ensure archiving procedures exist

✓ Understand index and locations

➢ Inform business partners, family, etc. of plans, procedures, process

✓ Have key contact information centralized (EPA, Sponsors, QA, etc.)
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AR C HI VE  C O NS I DER A T I O NS

37

Consideration 1: Business & GLP Operations 

Consideration 2: Original Electronic data (source files, derived, 

metadata, copies)
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Per EPA GLPS, Definitions :  

“Raw data” may include photographs, microfi lm or microfiche copies,  

computer printouts,  magnetic media, including dictated observations, 

and recorded data from automated instruments.

38

A
R

C
H

I
V

E
S

:
 

P
H

Y
S

I
C

A
L

 
V

S
 

E
L

E
C

T
R

O
N

I
C

 
J

A
N

 
3

0
,

 
2

0
2

6

AR C HI VES :  O R I G I N AL  E - DAT A



Per EPA GLPS, §160.190(a) :  

All  raw data, documentation, records, protocols, specimens, and final  

reports generated as a result of a study shall  be retained .
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AR C HI VES :  O R I G I N AL  E - DAT A



Per OECD GLP, No. 1 (Definitions) :  

Raw data  m e an s  a l l  o r ig in a l  te st  fac i l i ty  re cord s  an d  d ocu m e ntat ion,  or  ve r i f ie d  cop ie s  

th e re of,  wh ich  are  th e  re s u l t  o f  th e  or ig in a l  obs e r vat ion s  an d  act iv i t ie s  in  a  stu d y .  Raw 

data  a l s o  may  inc lude ,  for  exa mple ,  photog ra phs ,  microf i lm or  microf i che  cop ie s ,  compute r  

re ad ab le  m e d ia ,  d ic tate d  obs e r vat ion s ,  re cord e d  d ata  f rom  au tom ate d  in st ru m e nts ,  or  any  

oth e r  d ata  storage  me d iu m th at  h as  b e e n  re cog n is e d  as  cap ab le  o f  p rov id in g  s e cu re  

stora ge  of  in format ion  for  a  t ime  pe r iod  a s  state d  in  s e ct ion  10 ,  be low.

40

A
R

C
H

I
V

E
S

:
 

P
H

Y
S

I
C

A
L

 
V

S
 

E
L

E
C

T
R

O
N

I
C

 
J

A
N

 
3

0
,

 
2

0
2

6

AR C HI VES :  O R I G I N AL  E - DAT A



Per OECD GLP, No. 1 (Section I,  8.3,  #5) :  
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AR C HI VES :  O R I G I N AL  E - DAT A



Per OECD GLP, No. 1 (Section I,  8.3,  #5) :  

Computerised system design should always provide for the retention 

of ful l  audit trai ls to show al l  changes to the data
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Per OECD GLP, No. 15 (Section 8 –  Archiving Electronic Records) :  

Audience Participation

What are some examples data storage formats 

that are no longer used?
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Per OECD GLP, No. 15 (Section 8 –  Archiving Electronic Records) :  

Audience Participation

What are some examples data storage formats 

that are no longer used?
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AR C HI VES :  O R I G I N AL  E - DAT A

IBM 3850 Mass 

Storage System 

(1974-1986)

ISI WC Optical Storage 

System 

(1985 - late 1980s)

Advanced Digital 

Recording (ADR)

(1999 - 2003)



Per OECD GLP, No. 15 (Section 8 –  Archiving Electronic Records) :  

Requirements for the archiving of electronic records are the same as 

those for other record types, but there are additional features …
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Per OECD GLP, No. 15 (Section 8.1) :  

The long-term retention of electronic records may influence the 

choice of storage medium since deterioration of storage media can 

lead to permanent loss of records

• Loss due to corruption

• Loss due to advancing technology

  

  h ttps : / /obs o lete me d ia . org / d ata/ d ata - t ime l in e /
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Per OECD GLP, No. 15 (Section 8.2 –  Storage Media) :  

Archive procedures should include the consideration of additional 

controls for the migration of electronic records from old to new 

media of these records. Consideration should be given to future 

access to the data or records stored on these media .
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IBM 3850 Mass 

Storage System 

(1974-1986)

ISI WC Optical Storage 

System 

(1985 - late 1980s)

Advanced Digital 

Recording (ADR)

(1999 - 2003)

https://obsoletemedia.org/data/data-timeline/
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Per OECD GLP, No. 15 (Section 8.4) :  

Al l  data  assoc iated with  the reconstruct ion of  the study needs to  be migrated.  

This  inc ludes,  but  is  not  l imited to  raw data,  metadata,  audit  t ra i ls ,  e -s ignatures  and  

assoc iated hardware and software that  a l low avai lab i l i ty  of  a l l  records  in  the future.

• Data is  d ig i ta l ly  reta ined in  an e -archive

• IT  staff  ass ist ing  with  archive should  fo l low archiv ing procedures  and with  

the archiv ist  being  u lt imately  responsib le  for  the e -archive.

• Reference OECD No.  22,  Data  Integr i ty
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Per OECD GLP, No. 15 (Section 8.5 –  Maintenance & Preservation) :

• Electronic  records  are  at  r isk  without  a  preservat ion process  to  ensure 

that  these records  are  avai lab le  in  the future.  

• Procedures  should  be in  p lace to  ensure that  essent ia l  informat ion 

remains  complete and retr ievable  throughout  the spec i f ied retent ion 

per iod.

• I f  i t  i s  imposs ib le  to  migrate the records  to  new electronic  media  i t  

may be necessary  to  migrate to  paper  records.

• Dupl icat ion of  e lectronic  archives  should  be considered as  part  of  an 

archive preservat ion p lan.
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Per OECD GLP, No. 22 (Section 6.16 –  Archive) :

• Data should  be archived securely,  under  the control  of  the unique 

archiv ist ,  inc luding ,  where re levant ,  an  appropr iate  e lectronic  

repository  whether  th is  i s  on the or ig inal  system or  e lsewhere,  subject  

to  su itable  controls  or  in  a  stand -a lone e lectronic  archive.

• Al l  archive s i tes  (phys ica l  as  wel l  as  e lectronic)  assoc iated with  the 

archived data  should  be ident i f ied  and documented .

• Archives  must  be des igned to  permit  retr ieval  and readabi l i ty  of  data  

and metadata  throughout  the required retent ion per iod.  

• I f  i t  i s  imposs ib le  to  migrate the records  to  new electronic  media  i t  

may be necessary  to  migrate to  paper  records.
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Considerations of e-data (from OECD 22):

• Consider  “Der ived data”  when prepar ing to  archive a  study.   Ensure 
that  these data  are  reta ined and archived.
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Considerations of e-data (from OECD 22):

• Addit ional ly,  Metadata  and audit  t ra i ls  should  a lso  be reta ined and 

archived.   From 3.1:
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Considerations of e-data (from OECD 22):

• Addit ional ly,  Metadata  and audit  t ra i ls  should  a lso  be reta ined and 

archived.
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Considerations of e-data (from OECD 22):

• Addit ional ly,  metadata  and audit  t ra i ls  assoc iated with  e lectronic  

s ignatures  should  a lso  be reta ined and archived.  A lso,  f rom 3.1:
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Considerations of e-data (from OECD 22):

• Additionally, metadata and audit trai ls associated with 

electronic signatures should also be retained and archived. 55
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Considerations of e-data (from OECD 22):

• Additionally, metadata and audit trai ls associated with 

electronic signatures should also be retained and archived. 56
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Considerations of e-data (from OECD 22):

• Additionally, metadata and audit trai ls associated with 

electronic signatures should also be retained and archived.

➢ Docusign envelopes and Certificates of Completion

➢ Adobe Sign and the accompanying audit report
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Considerations of e-data (from OECD 22):

• E-data should be archived and under the control  of  the archivist

• GLP archive requirements for  paper archives apply equal ly  to 

electronic archives

• Archived e-records must be retr ievable and readable throughout 

the l i fe/retention of  the record

• Use vers ion controls  when modifying e -records that are to be 

modif ied i f  checked out of  the archives

• Ensure that deleted records have history v ia  audit  trai l  
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AR C HI VE  C O NS I DER A T I O NS
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Consideration 1: Business & GLP Operations

Consideration 2: Original Electronic data (source files, derived, metadata, copies)

Consideration 3: Preservation of E-data (backup and recovery)
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Considerations for preservation of e -data (from EPA & OECD GLPS):

• §160.190(b)… Condit ions of  storage shal l  minimize deterioration 

of  the documents or  specimens in accordance with the 

requirements for  the t ime period of  their  retention and the 

nature of  the documents of  specimens.

• OECD No.1,  section I I ,  I tem 3.4:  Archive design and archive 

condit ions should protect contents from untimely deterioration .
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Considerations for preservation of e -data (from EPA & OECD GLPS):

• OECD No. 15, section 8.5:  e -data should have a preservation 

process for accessibil ity, which may require:

- Appropirate equipment

- Migration between media*

- Record duplication (as a method of preservation)*

- Conversion to paper if unable to perform migration*

     * Requires validation (or verification) based on SOPs
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Considerations for preservation of e -data (from EPA & OECD GLPS):

• OECD No. 22, section 6.15: Back -up and recovery processes 

for electronic data should be tested where appropriate.

• Consider:

• Ensuring that back-ups have completed successfully

• Validate/verify the back-up process/procedure (routine checks)

• Test via a restoration/recovery check (Disaster Recovery/Business 

Continuity test)
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Considerations for preservation of e -data (from EPA & OECD GLPS):

• OECD No. 22, section 6.16: Archive arrangements must be 

designed to permit retrieval  and readabil ity of data and 

metadata throughout the required retention period.

• Consider:

• Maintaining hardware and/or software (physical or virtual)

• Migrate to an alternative file format, retaining data attributes

• Perform a risk assessment and validation of migration processes
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Considerations for preservation of e -data (from EPA & OECD GLPS):

• OECD No. 17, section 6.3, Electronic archives in cloud soln 

• Consider:

• Ensuring that back-ups have completed successfully

• Validate/verify the back-up process/procedure (routine checks)

• Test via a restoration/recovery check (Disaster Recovery/Business 

Continuity test)
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Consideration 1: Business & GLP Operations 

Consideration 2: Original Electronic data (source files, derived, metadata, copies)

Consideration 3: Preservation of E-data (backup and recovery)

Consideration 4: Management of Archives (physical vs. e-data) and 

archivist vs IT
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Considerations for managing archives (from EPA & OECD GLPS):

• §160.190(c)… An indiv idual  shal l  be identif ied as  responsible for  
the archives.

• OECD No.1,  section I I ,  I tem 1,  1.1,  2( l ) :  ensure that an individual  

is  identif ied as  responsible for  the management of  the archive(s)
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Considerations for preservation of e -data (from EPA & OECD GLPS):

• OECD No. 15, section 8.4:  the archivist should be the system -

owner for the electronic archive system.

• However:

- the electronic archive system may be managed by IT personnel

- TFM must ensure that IT works under guidance of the archivist

- IT follows procedures agreed to by archivist
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Consideration 1: Business & GLP Operations 

Consideration 2: Original Electronic data (source files, derived, metadata, copies)

Consideration 3: Preservation of E-data (backup and recovery, e.g. Frances’ example 
of data loss in e-archive)

Consideration 4: Management of Archive (phys vs. e-data) and archivist vs IT

Consideration 5: Non-study, facility records (amongst Sponsors)
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Considerations for managing non -study records (from EPA & OECD GLPS):

Audience Participation

What are some examples of facility records that 

should be maintained?
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Considerations for managing non -study records (from EPA & OECD GLPS):

• §160.195(d):  The master schedule sheet,  copies of  protocols ,  and 

records of  qual ity  assurance inspections ,  as  required by § 

160.35(c)  shal l  be maintained by the qual ity  assurance unit  as  an 

easi ly  accessible system of records for  the period of  t ime 

specif ied in paragraph (b)  of  this  section.

• §160.195(e):  Summaries of  training and experience and job 

descr iptions  required to be maintained by § 160.29(b) may be 

retained along with al l  other test ing faci l i ty  employment records 

for  the length of  t ime…
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Considerations for managing non -study records (from EPA & OECD GLPS):

• §160.195(f ) :  Records and reports  of  the maintenance and 

cal ibration and inspection of  equipment ,  as  required by § 160.63 

(b)  and (c) ,  shal l  be retained for  the length of  t ime.. .

• OECD No. 1,  Sec.  I I ,  i tem 10.1(b):  Records of  a l l  inspections 

performed by the Qual ity  Assurance Programme, as  wel l  as  master 

schedules

• OECD No. 1,  Sec.  I I ,  i tem 10.1(c):  Records of  qual i f ications,  

training,  experience and job descr iptions of  personnel

71

AR C HI VES :  NO N - ST U D Y ,  F AC I L I T Y  REC O RDS

A
R

C
H

I
V

E
S

:
 

P
H

Y
S

I
C

A
L

 
V

S
 

E
L

E
C

T
R

O
N

I
C

 
J

A
N

 
3

0
,

 
2

0
2

6



Considerations for managing non -study records (from EPA & OECD GLPS):

• OECD No. 1,  Sec.  I I ,  i tem 10.1(d):  Records and reports  of  the 

maintenance and cal ibration of  apparatus ;

• OECD No. 1,  Sec.  I I ,  i tem 10.1(e):  Val idation documentation for 

computerised systems;

• OECD No. 1,  Sec.  I I ,  i tem 10.1(f ) :  The historical  f i le  of  a l l  Standard 

Operating Procedures ;

• OECD No. 1,  Sec.  I I ,  i tem 10.1(g):  Environmental  monitoring 

records.
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Considerations for managing non -study records (from EPA & OECD GLPS):

• OECD No. 15,  i tem 7.2.2 –  Faci l i ty  records and materials ,  

Examples:
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▪ QA inspection records (facility 

or process audits)

▪ Master Schedules

▪ Organisational charts

▪ Floor/site plans

▪ CV/Resume, training, and job 

descriptions

▪ Records and reports of the 

maintenance and calibration 

of apparatus



Considerations for managing non -study records (from EPA & OECD GLPS):

• OECD No. 15,  i tem 7.2.2 –  Faci l i ty  records and materials ,  

Examples:
74
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▪ Validation documentation for 

computerised systems

▪ Historical files of all Standard 

Operating Procedures

▪ Environmental monitoring 

records

▪ Samples of test and reference 

items, if used for more than 

one study

▪ Certificates of Analysis, if used 

for more than one study



Considerations for managing non -study records (from EPA & OECD GLPS):

• OECD No. 15, item 7.1 –  Standard Operating Procedures

• Key procedures to consider:

• Indexing procedures, including electronic records

• Responsibilities of the archivist and archiving staff

• Transfer to sponsors or third parties, if applicable

• Disaster recovery
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Considerations for managing non -study records (from EPA & OECD GLPS):

• OECD No. 15, item 7.1 –  Standard Operating Procedures

• Key procedures to consider:

• Training requirements for the archivist and archiving staff (+ IT ?)

• Frequency of archiving non-study specific records

• Periodic refreshing of electronic records
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Considerations for managing non -study records (from EPA & OECD GLPS):

• Business closure or stoppage of GLP services

• Communicate with Sponsors and applicable customers on plans

• Develop a plan to get facility records (verified copies or originals) to 

a GLP archive to manage or to a sponsor or sponsors

• Notify EPA GLP personnel of this change of status

• Note:  Current notice should go to Henry Armstead at 

armstead.henry@epa.gov

77

AR C HI VES :  NO N - ST U D Y ,  F AC I L I T Y  REC O RDS

A
R

C
H

I
V

E
S

:
 

P
H

Y
S

I
C

A
L

 
V

S
 

E
L

E
C

T
R

O
N

I
C

 
J

A
N

 
3

0
,

 
2

0
2

6



AR C HI VE  C O NS I DER A T I O NS
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Consideration 1: Business & GLP Operations 

Consideration 2: Original Electronic data (source files, derived, metadata, copies)

Consideration 3: Preservation of E-data (backup and recovery, e.g. Frances’ example 
of data loss in e-archive)

Consideration 4: Management of Archive (phys vs. e-data) and archivist vs IT

Consideration 5: Non-study, facility records (amongst Sponsors)

Consideration 6: Originals vs True Copies -> C. Miles coming up next
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R EF ERENC ES

EPA GLPs

https://www.govinfo.gov/content/pkg/CFR-2011-title40-

vol24/xml/CFR-2011-title40-vol24-part160.xml

OECD GLPs

https://www.oecd.org/en/topics/sub-issues/testing-of-

chemicals/good-laboratory-practice-and-compliance-

monitoring.html
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Obsolete Media and history:

https://obsoletemedia.org/data/data-timeline/
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THANK YOU 

Matthew Riggsbee

matthew.riggsbe@syngenta.com​
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