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We would like your feedback on whether our new
draft guidance is easy to understand and implement.

Please feedback via our Archiving and retention of

clinical trial records survey.

You can feedback on the guidance as a whole, or on

specific sections.

The deadline for feedback is 11.59 pm on 8 February
2026. Survey responses will then be aggregated,

themed and prioritised.

HLWRT 7 NA X ARER LT, &
LT NS DI TWANE S, X F
MHEDTERZRBEHEELL IS, TERIZ

[ Archiving and retention of clinical trial records

surve
(https://www.surveys.mhra.gov.uk/69453ccadd115
043870afda0 M) | 72HHBED < TZE0,

HA X AERIZONWT, XITFFED® Y v a
NIOWTTEREBHFEW T E7,

74— KNy 7 OkEHYEI0 X, 202642 A 8 H
DF% 11K 59 53T, 7 v — hORZEL,
ZOREI SN, F—v AN S,
N M T E T,

Legal status of this guidance (&7 1 & > X DyERJHIAL)

This guidance accompanies the Medicines for

Human Use (Clinical Trials) Regulations 2004 (‘the

Clinical Trials Regulations’), as amended by the

Medicines for Human Use (Clinical Trials)

(Amendment) Regulations 2025. These amendments

come into force on 28 April 2026.

For assistance in determining whether a clinical trial
is within the scope of these Regulations, refer to the

Is it a clinical trial of a medicinal product? algorithm.

l'the Medicines for Human Use

RKHA K AN,
(Clinical Trials) (Amendment) Regulations 2025

(https://www legislation.gov.uk/uksi/2025/538 Z*
HD 1 Itk viES L5 [the Medicines for
Human Use (Clinical Trials) Regulations 2004

(https://www.legislation.gov.uk/uksi/2004/1031/co
ntents ZH] | (BUF, ERAGBRBIAD (2156
TOHLOTHD, TOLEMRANZE, 2026 44 A
28 HIZHifT S5,

FR AR EER 23 Z O BRI O JE R T 72> & 9 2 D¥|

Wriz->U Tl (s it a clinical trial of a medicinal

product?

(https:/assets.publishing.service.gov.uk/governme
nt/uploads/system/uploads/attachment data/file/9491
45/Algorithm_Clean__1_.pdf /] | TR D
TN XLESROZ &,

é%;; HKASH & 1

o
BZLib-143_ MHRA
Archiving_r0.docx



https://www.surveys.mhra.gov.uk/69453cca4d115043870afda0
https://www.surveys.mhra.gov.uk/69453cca4d115043870afda0
https://www.surveys.mhra.gov.uk/69453cca4d115043870afda0
https://www.surveys.mhra.gov.uk/69453cca4d115043870afda0
https://www.surveys.mhra.gov.uk/69453cca4d115043870afda0
https://www.surveys.mhra.gov.uk/69453cca4d115043870afda0
https://www.legislation.gov.uk/uksi/2004/1031/contents
https://www.legislation.gov.uk/uksi/2004/1031/contents
https://www.legislation.gov.uk/uksi/2025/538
https://www.legislation.gov.uk/uksi/2025/538
https://www.legislation.gov.uk/uksi/2025/538
https://www.legislation.gov.uk/uksi/2025/538
https://www.legislation.gov.uk/uksi/2025/538
https://www.legislation.gov.uk/uksi/2004/1031/contents
https://www.legislation.gov.uk/uksi/2004/1031/contents
https://www.legislation.gov.uk/uksi/2004/1031/contents
https://www.legislation.gov.uk/uksi/2004/1031/contents
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf

MHRA
Archiving and retention of clinical trial records

No. BZLib-143

Part 2 of Schedule 1 to the Clinical Trials

Regulations requires that the investigator and

sponsor have regard to all relevant guidance with
respect to commencing and conducting a clinical

trial.

Investigators and sponsors (and any individual or
organisation that the sponsor delegates trial related
activities to) must, therefore, ensure that they are
fully aware of the information within this guidance
and act accordingly to achieve and maintain

regulatory compliance.

B PR BRI D Schedule 1 Part 2 Tl BR3E
i B T R RAR Y —

(https://www.hra.nhs.uk/planning-and-improving-

research/research-planning/roles-and-
responsibilities/Z ) (2% LC, BRAREER D B4R
K OFERZBT 5T X TORET A ¥ A%
T 52 LaROTND,

KB EMETE. AR — (ROAR P —
D0 AR AR BR B B 2 Rt S BN -
Y 1. RHA X ADONRHE TR,
HUHEST 2 220 - MR 2 72 0IATE L7220 1
[ESAYCYANAN

Essential records definition (WAZEFLER D ER)

The MHRA recognises the ICH GCP E6 (R3)
definition of essential records (a review of the
differences between ICGHEG6 (R2) and ICH E6 (R3)
can be found here and there are multiple entries for

record keeping and essential records):

MHRA (%, ICH GCP E6 (R3)

(https://database.ich.org/sites/default/files/ICH_E6
%28R3%29 Step4 FinalGuideline 2025 _0106_Erro
rCorrections 2025 _1024.pdf ZH4) (Z351F % 20
LD EFE (ICHE6 (R2) & ICHE6 (R3) DAH
ERICET L E2—3 260

(https://mhrainspectorate.blog.gov.uk/2023/05/26/i
ch-e6-r3-good-clinical-practice/ ] THEZET 5
ZENTE DN, FERDRT R O FEERIZ B
L THEBOHEARE#HSTWD, ) 2L
TV,
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‘Essential records are the documents and data (and
relevant metadata), in any format, associated with a
clinical trial that facilitate the ongoing management
of the trial and collectively allow the evaluation of
the methods used, the factors affecting a trial and the
actions taken during the trial conduct to determine
the reliability of the trial results produced and the
verification that the trial was conducted in
accordance with GCP and applicable regulatory

requirements...’.

Appendix C of ICH GCP E6 (R3) gives further
guidance on what records should be considered
essential and therefore require retention as per

Regulation 31A.

MRSk &% (G2 o FRBR D 5 B 2 HEdE 5
%) BRRBRICEET 25 D0 B0 EL
T—4% (KOHEETLZAXT—4) THho, %
NHEMAEGLESZ LT, UTFEFMT 52
& & ARRIZT D,

o fERENIIL,

o IR EL b 2 - ¥R,

o EPREBR FENE AT AL i

ZIUT LD AERR S T B R RS SR O M
I L. B AREBR2Y GCP M OVl il & 0 5 il
B> CERBESNTZZ EBRAETE D LD
272 %, (1&H)

ICH GCP E6 (R3) Offék CIZiE, L Oitek% &4
eI L, HAIBIA ICHE > THRE T DL EN
D DMITONTDFEMRTA X ADFER S
TwWa,

Legal and regulatory framework (JE3RH] DA )

The Medicines for Human Use (Clinical Trials)
Regulations 2004 (as amended) requires sponsors to
maintain a Trial Master File (TMF) containing
essential records that enable evaluation of trial

conduct and data quality.

Regulation 31A of the clinical trials regulations

mandates retention of essential documents and

conclusion of the trial, or longer if required for

marketing authorisation purposes.

ICH E6(R3) Good Clinical Practice requires
essential records to be complete, legible, and readily
available for inspection throughout the retention

period.

participant medical files for at least 25 years from the

WIE#% D [Medicines for Human Use (Clinical
Trials) Regulations 2004 | 1%, A4 P —IZxf
L. BRAREER O I & 7 — & B ORI A FEE
(23 D WA GLEk % & 12 Trial Master File (TMF)
EHEFFEHET 5 Z LA RO TV D,

R AR RRBR LA O HR 31A 1, MZESCE K OGABR
SINE OBk L . BRRBRE THO D
25 4R, XTHEREARO BRI TREL S
LT EOMIHE, RETDHZ L E2E
BT Tns,

ICH E6 (R3) Good Clinical Practice (%, #/ZHR0EK
DRAEHIM 208 CCeaT, HaimeTod v,
BEOIZOIAEICRBETE DL HICTH 2L
EERLTWD,
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Retention periods (FRTEHIR])

Retention of the essential records within the TMF
(including the investigator site file) and the medical
records of trial participants is a legal requirement as

described in Regulation 31A.

The sponsor and the investigator, and any delegated
service providers, must ensure that the documents
contained, or that have been contained, in the TMF,
as well as the medical files of trial participants are
retained for at least 25 years beginning the day after

the conclusion of the trial.

If at the date of the expiry of the 25 years, the data
generated by the trial is being used to support an
application for a UK marketing authorisation, the
sponsor shall ensure the essential records are retained
for at least the period of 2 years beginning with the
day after the grant of that UK marketing

authorisation.

For authorised products, the Human Medicines
Regulations, via Regulation 50(5) reference to
Annex 1 of the 2001/20/EC Directive includes
requirements for the retention of all other
documentation pertaining to the trial by the sponsor
or other owner of the data for as long as the product
is authorised with the final clinical study report being
retained for 5 years after the product is no longer

authorised.

There are also additional considerations for:

TMF (investigator site file (ISF)& & 1¢) DI
FLER K ORI ORZEGRORE X, HT
31A IZBUE SNTIENEETH D,

AR Y —, MBRFEMEEE . KOEFES Nz
= RT NS F =L, TMFIZEEND (X
FEENTW) CE KOS INE O
kA, BERBE THOEAMNS DR L 25
FRITFEFEICRE LTz o2,

WMHEARRBR CAER S =T — & 28 25 FE O
BRA& T IRE 2 C o [ o0 S IR 5 AR R 3 D AR &
LTHER STV DG, AR —13, KR
PG SNTZHOE RN S 2 4/,
VZEFLER A FERIIRE L T hiE 2 6720,

HGRIEFE AL DUV TIE, Human Medicines
Regulations D #HLHI 50(5) T, 2001/20/EC Directive
® Annex 1| DRI TEY ., £ TiX, Yi%
EIHGDPARE SN TWDLIRYD | AR —E
ZOMDOT — Z FTAFE TR RBRICB T2 2 0
T X TOLEFEERERET 22 & AOEK
RIS TR YRR OERBN R LI b
SERRET DT ERROHINTND,

SHIZLLFIZOWTTEMTERRLETH D,
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e participant medical records which may be o RERBINE ORIEEKIT, toEs, XL
required to be retained for longer than 25 years if NHS Records Management @ Code of Practice
required by other legislation or by institutional (https://transform.england.nhs.uk/information-
policy such as NHS Records Management Code governance/guidance/records-management-
of Practice code/records-management-code-of-practice/ Z*

M) ZOER D HEFIC L > TRO SN D
BT 25 L ERERMBERIGENS B,

e advanced therapy investigational medicinal o EHEIRROIGHHESR LT, BB
products where traceability records are required R L —H B T sl RE T2 8
to be retained for 30 years after product expiry MDESRINTWzga, EBELOALHIIR
or longer if required by the clinical trial % 30 M En Ll EoEIichioT R
authorization —H VTR ERET DI LKL

ns,

Sponsors, investigators and delegated service AR —, BBRERRES. KOELEY—

providers must ensure that essential records are B A7 a8 X —X, MHRA XIZZ DMOHH

readily available, complete, and legible at all times YRIZKDELZEDOOIZ, RAEWIRY, KAHET
during the retention period for inspection by the BRVEICHNEBICRE T E | SEROHFEFTEER

MHRA or other competent authorities. RIETH D Z L ZHERICLRITIUIR SR,

Named person responsible for archiving

(T —AATREEE L LTRASNTZEN)

Regulation 31A (9) requires that the sponsor AR =L, TMFIZEEND, XEFENT
appoints a named individual within the organisation WIXLEOT — A 7 2 ERT L BEE 2 i
to be responsible for archiving the documents which | T2UENRHY | TN HDOLE~DT 7 A
are, or have been, contained in the TMF, and that L. EEF L LT A aSnid, KOEE
access to these documents must be restricted to those | # + AEHICIRE L2 T NIER 6700,

appointed individuals and auditors or inspectors.

It should be noted that the named individual should (B & LT B aneHmiL, fi—20
have oversight of the retention of those records RLERTZIT T, EFRIRREERORE bR

which are electronic in nature as well as paper-based | 2 HXERH 5,

records.

%0
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Archiving and data integrity (7 —0 A 7T & T —FA T T VT 1)

The MHRA GXP data integrity guidance states the MHRA @ GXP data integrity guidance

MHRA’s position on requirements for archiving of (https://www.gov.uk/government/publications/guida

essential records to ensure data integrity and the
minimum expectation to achieve compliance.

Examples of such include:

e security and access: access to archived records
must be restricted to named individuals

appointed by the sponsor

e format and authenticity: original records or
certified true copies must be retained. Scanning
processes must be validated to ensure

authenticity and completeness

e clectronic records: systems must maintain audit
trails, metadata, and ensure long-term
readability. Migration to new formats must be

validated and documented

e environmental controls: storage conditions must
protect against deterioration, fire, flood, pests,

and unauthorised access

It is expected that investigators and sponsors (and
any individual or organisation that the sponsor
delegates trial related activities to) have due regard
to the expectations contained in the MHRA GXP

data integrity guidance.

nce-on-gxp-data-integrity Zf]) X, 7 —&% A 7
7T A BRI T DT DMIHRLGR DT — T
A TEEZONWT O MHRA O FLfigE | (BEF
IZ) HET D 720ITRD B L FARIR O HI =
HeRmLTWd, ToflE LT, BiFo ko7
bLONRDH D,

[FR{E] MHRA @ GXP data integrity guidance @
FIRRIZOWTIE, CETA 7T Y
(https://bunzen.co.jp/library/) Z [,

o X2V T 4TI RBR: T—hA T ek
~DT 7B AT, AR —RNEL LT R
TE DR NIZFRE SR TR B 720,

o JEX & EIEME (authenticity) : AU ¥ F LD
RUER U RAENT S EE A RE LT ud7s
LRV, Axy o Fut Rt EIEMLHE
BMEZHEFRICTHIDDONRY F— g VR
ITONTORITIULR B 7220,

o BT VAT AL, BEINE A XT
— X A MEFFE R L. R 2R LM & e 52
Lt o, i LWERXA~DOB
I F—v 3 UMb, CEkEh
DR =SSR AN

o IRiial hm—/ BRESRMFIE. Bk, Kk
Se. ik, EHR RORIET 7B AN LR
HEINDHLOTRITIUER B 720,

RBREELE . AR — (B, AR
— DR RBRB B 2 BFE LT H DD A EA
AUTAHFE) 1. MHRA O GXP 5 —H A T 7
UT 4 HA X ATEENDIFFFRRE 71T
BT D ENHEEND,
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Transfer of ownership (FT8 & DBE)

Where there is a change of ownership of essential

transfer of a marketing authorisation to another
organisation, then the sponsor must record the
transfer, and the new owner must be responsible for

ongoing data retention and archiving.

Where a sponsor closes (for example goes into
administration) then the record retention
requirements remain and transfer to the Chief
Investigator as described in Regulation 31A (7). The
TMF must remain accessible and complete to ensure
compliance with regulatory requirements and to

safeguard participant data.

records connected with the clinical trial, for example,

PR AR |2 BY ?é%ﬁﬁﬁ@%ﬁ%#wﬁé
ﬂé%/m\ (f51] : FE AR T AR B OFAGER  BAE
ﬂé%ﬁ)\xﬁyﬁ%m%®%alowfﬁﬁ
LR uEze ey, £z, B LWETEE Dk
BINZT — A REROT —h A 7 OEEEA DR
T 50,

AR =05 (BIZNTRPEE I NDEBLFICAD
FIZRY) EBAEKTT2HATH, LERORE
TS5 kX Az TH Y BLHAI31A (7) IZFEHEk
ENTWD LB RBREMEME ~BE IR
FAUTZR B 720, BIHIE A~ OGS & RSN
T — 2 DREEFEINCT DO TMF 137 7 &
AFREM DT CHFFEH I N2 T L

725720,

Destruction of records (FE&kDAKIL)

Records must not be destroyed before the end of the

retention period.

Where records have been damaged or destroyed
accidentally then an assessment should be conducted
to determine the extent and impact of the lost or
damaged records. If the assessment is found to
impact on the ability to present the records for

inspection then a serious breach notification should

be considered.

YR T T 2RISR EEEL Tl b
AN

naﬁﬁ‘w\’)fﬁﬁ?ﬁ/ﬁﬁgéﬂﬁ_/ﬁm\ ﬁ'—'ﬁ%/%ﬁ
5 L7 Rigk O &Pl & BT 57007 k&

AR N FERT OMERD D, TREAAL D

DOFREFIZ L VG E AL DT DI T D e
BN B D Lt SN GEIE. EXERKD

Ja i (https://www.gov.uk/guidance/good-clinical-

practice-for-clinical-trials#report-a-serious-breach 2>

M) ZRET & Th D,
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Implications for transitional provisions (old rules and new rules)

(RARFE B

(BRI & FRAD) ~DEE)

Schedule 14 3(2) states regulation 31A (7) of the old
rules, rather than regulation 31A (7) of the new rules,

applies in respect of old rules clinical trials.
For the avoidance of doubt:

e ‘old rules clinical trials’ are those where clinical
trial applications were submitted before the
relevant day. With ‘the relevant day’ meaning the
day on which this regulation came into force (28
April 2026). These trials must comply with
retention and archiving obligations stipulated in

the old clinical trial regulation 31A (7, & 7A)

e the sponsor and the chief investigator shall
ensure that the documents contained, or which
have been contained, in the trial master file are
retained for at least 5 years after the conclusion
of the trial and that during that period are (a)
readily available to the licensing authority on

request; and (b) complete and legible

o if, at the date of the expiry of the 5 years, the
data generated by the trial is being used to
support an application for a UK marketing
authorisation, the sponsor shall ensure the
essential records are retained for at least the
period of 2 years beginning with the day after
the granting of that UK marketing authorization

However, the requirement for retention of medical
records in ‘old rules clinical trials” must follow the

new regulation 31A (8):

Schedule 14 3(2) 1%, [HALRIT OREGKRERIZEE L T
WXL Ao 31A(7)TiEZe < . IFFAIOHH]
BSIAREH S D EREL TV D,
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the sponsor and chief investigator shall ensure
that the medical files of trial participants are
retained for at least the period of 25 years
beginning with the day after conclusion of the
trial, or such period as is required by any other

enactment, if longer

‘new rules clinical trials’ meaning a clinical trial
which is not an old rules clinical trial (namely
that the clinical trial application was submitted
on or after the relevant day, 28 April 2026) must
comply with updated regulation for retention and
archiving obligations stipulated the new clinical
trial regulation 31A (7, 7A and 8) as outlined

above in Section 4

for all trials, regardless of whether they are ‘old
rules clinical trials’ or ‘new rules clinical trials’,
that relate to an authorised product then all other
documentation pertaining to the trial must be
retained for as long as the product is authorised
with the final clinical study report being retained
for 5 years after the product is no longer

authorised
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