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Abstract: 
 
 

 

The Medicines and Healthcare products Regulatory Agency (MHRA) is the UK’s standalone medicines and medical 

devices regulator.The MHRA is responsible for the regulaton of medicines and medical devices and equipment used 

in health care and the investgaton.The scope of this guidance is designated as ‘GXP’ in that everything contained 

within the guide is GXP unless stated otherwise.The guidance in this document is for the manufacture of products 

under an MS licence. It is not intended to cover the importaton of unlicensed products although many of the 

expectatons are common.This document does not contain any guidance relatng to Advanced Therapy Medicinal 

Products.In this artcle the data intrgrity,dataprocessing,data governance and other related guidances are available. 
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Introducton: 

 

The UK Medicines and Healthcare products Regulatory Agency (MHRA) has released guidance on the The UK 

Medicines and Healthcare products Regulatory Agency (MHRA) has released guidance on the coordinated 

assessment pathway it is pilotng to streamline the review of clinical investgatons involving medical devices. MHRA 

and the Health Research Authority (HRA), which makes sure research is ethically reviewed and approved, are 

working together to test the pathway.Document provides guidance for UK industry and public bodies regulated by 

the UK MHRA including the Good Laboratory Practce Monitoring Authority (GLPMA). Where possible the guidance 

has been harmonised with other published guidance.Guidance is a UK companion document to PIC/S, WHO, OECD 

(guidance and advisory documents on GLP) and EMA guidelines and regulatons.The scope of this guidance 
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is designated as ‘GXP’ in that everything contained within the guide is GXP unless stated otherwise. This 

guidence are used to understand MHRA positon on data integrity. 

 

Objectve: 

 

Ensuring that medicines medical devices and blood components for transfusion which are applicable for 

standard of safety, quality and efcacy.Ensuring that the supply chain for Medicine ,medical devices and blood 

components is safe and secure. 

 

Data may be generated by: 
 

Recording on paper, a paper-based record of a manual observaton or of an actvity or electronically, using 

equipment that range from simple machines through to complex highly configurable computerised systems 

or by using a hybrid system where both paper-based and electronic records consttute the original record 

or by other means such as photography, imagery, chromatography plates . 
 

Raw data is defined as the original record (data) which can be described as the first-capture of 

informaton, whether recorded on paper or electronically. Informaton that is originally captured in a dynamic 

state should remain available in that state. 

 

Metadata are the date that contains structure,data elements, interrelatonships, context and data 

integrity,ex-audit trial. 

 

Data Integrity: 

 

Data integrity is the degree to which data are complete, consistent, accurate, trustworthy, reliable the data should be 

collected and maintained in a secure manner.so data should be accurate and original. The MHRA is an executve agency 

of the Department of Health and Social Care. The current UK legislaton, The Medicines for Human Use (Clinical Trials) 

Regulatons 2004, as amended, transposed the EU Clinical Trials Directve 2021/20/EC into natonal lawThe subsequent 

UK Medicines for Human Use (Clinical Trials) Regulatons became law in 2004. The regulatons are intended to protect 

the rights, safety and wellbeing of research partcipants and to simplify and harmonise regulatory 

processes. 

 

Clinical trials of an Investiatonal Medicinal products:- 

 

It is meant to study safety or efcacy of one or more medicinal products which has physiological importance. In 

CTIMPs does not include study of food or food supplements,it includes studies of licenced medicinal products which 

is used in any way other than as described in their licence 
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Purpose of CIMDs: 

 

1) Preventon, diagnosis, monitering treatment of disease. 
 
2) Monitering treatment diagnosis And compansaton for an injury. 
 
3) Replacement or modificaton of anatomy. 

 

Data integrity consists of health care records, user informaton pharmaceutcal files, etc informaton. 

 

In data integrity following points to observe: 

 

1) Perform Risk-Based Validaton. 
 
2) Select Appropriate System and Service Providers. 
 
3) Audit your Audit Trails. 
 
4) Change Control. 
 
5) Qualify IT & Validate Systems. 
 
6) Plan for Business Contnuity. 
 
7) Be Accurate. 
 
8) Archive Regularly. 

 

Data Governance: 

 

It is everything you do to ensure data is insure,secure, private accurate, available ,usable data governance should 

address data ownership and accountability throughout the lifestyle. 

 

Data Lifecycle it is the sequence of stages that a partcular unit of data capture eventual archival it includes 

data retenton, archive, destructon. 

 

Excluding data: 

 

It is not applicable for pharmacovigilance legislaton. 

 

Recordini and collecton of data: 

 

Organizatons should have an appropriate level of process understanding and technical knowledge of systems 

used for data collecton and recording, including their capabilites, limitatons and vulnerabilites.Data transfer is 

the process of transferring data between different data storage types, formats, or computerised systems. Data 

migraton is the process of moving stored data from one durable storage locaton to another. 

 

Data Processing: 
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A sequence of operatons performed on data to extract, present or obtain informaton in a defined format. 

 
 

Original record and true copy: 

 

Original record 
 

Original records can be Statc or Dynamic. True copy 

A true copy may be stored in a different electronic file format to the original record if required. 
 
Computerised system transactonss A computerised system transacton is a single operaton or sequence of 

operatons performed as a single logical ‘unit of work’. This operaton not saved as a permanent record. metadata 

not involved in this system.Audit trail -it is the regulatory requirement in pharmaceutcal manufacturing.Electronic 

signatures -it is defined as computer data compilaton of any symbols or series of symbols exicuted, Authorized 

by an individual to be legally binding handwriten signature. 

 

Data review and approval: 

 

The approach to reviewing specific record content, such as critcal data and metadata, crossouts (paper 

records) and audit trails (electronic records) should meet all applicable regulatory requirements and be 

risk-based.Computerised system user access/system administrator roles. 

 

Data retenton: 

 

It is used for data archiving and backup.data and document retenton arrangements should ensure the 

protecton of records from deliberate. 

 

Archive s 

 

Archive must be designed to permit recovery and readability of the data and metadata throughout the 

required retenton period. 

 

Backup: 

 

Backup and recovery processes should be validated and periodically tested. 

 

File structures 

 

Data Integrity risk assessment requires a clear understanding of file structures system,relatonal databases. 

 

Validaton: 

 

Computerised systems should comply with regulatory requirements and associated guidance. 
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Closed systems s 
 
 

 

A closed system is defined ass Additon of sterile materials to a pre-sterilised container via a system closed 

to the surrounding environment. A hypodermic needle inserted through a rubber septum, or ‘luer to luer’ 

connecton is an example. 

 

Bioloiical products: 

 

The biologicals manufacture box on the MS licence should be for sites manufacturing the 

 

biological API carrying out upstream processing such as mammalian, bacterial and fungal cell culture, 

harvest, then downstream processing and purificaton. 

 

Recent approved by MHRA: 

 

1) No change to MHRA advice on safety and effectveness of covid-19 vaccine for those who are pregnant or 

breasteeding-covid vaccine safety for breasteeding mother can take the covidvaccine.if pregnant, getng covid-

19 vaccine can protect from severe illness from covid-19.the vaccine not cause in babies. 
 
2) First bivalent covid-19 booster vaccine approved by UK medicine regulator-the adapted covid 19 

vaccines made by variant I.e omicron variant has been approved for adults booster doses by MHRA. 

3) Novavax covid-19 vaccine approved for 12-17s MHRA-the technical advisory group for emergency as 

Novaxovid(NVX-CoV2373)and Covavax(NVX-CoV2373) 

4) Lupin arm gets UK regulator nod for COPD treatment-this is second inhalaton products by Lupin.which 

are treated COPD patents. 
 
5) MHRA and CAP take acton against illigal'hayfever`jab adverts online-A joint enforcement notce warns all 

organizaton offering kenalog as a hayfever treatment. 
 
6) Over 285,000 medicine and medical advice seized UK- wide in global acton-(operaton pangea) it is 

medical device of interpol week of acton. 
 
7) MHRA approves xevudy to treat covid-19- the monoclonal antbody- the second to be authorised by 
medicine and health care products regulatory agencies is for people with mild to moderate covid-19. 
 

 

8) MHRA updates biologic quality guidelines document MHRA states that biologic medicine are set to be 

of increasing importance in health care landscape over the next 5 yrs with a greater no of product.35 new 

drugs were approved by UK. 
 
9) Easier access to locally applied HRT to treat postmenopausal vaginal symptoms in landmarks MHRA 

reclassificaton- postmenopausal women will be able to access low dose HRT without prescripton then take 

gina 10 mg vaginal tablet to treat symptoms such as dryness, soreness,itching, burning. 

http://www.ijrti.org/


                                             © 2023 IJNRD | Volume 8, Issue 7 July 2023 | ISSN: 2456-4184 | IJNRD.ORG  

IJNRD2307468 International Journal of Novel Research and Development (www.ijnrd.org)  
 

e572 

 

News related to MHRA: 

 

1) Oman to fast track nods to Indian pharma products registered by US,UK, Europe. 
 
2) Torrent and Aurobindo receive license to sell Pfizer’s COVID pill paxlovid in india ,low income countries. 
 
3) Lupin launches Molnulup for COVID – 19 treatment. 
 
4) MSN to launch generic ant- COVID pill Molnupiravir under Molulowbrand . 
 
5) AurobindoPharma launches COVID – 19 drugMolnupiravir in india. 
 
6) Britain approves Pfizer’s antviral COVID-19 pill. 
 
7) UK researchers developing new COVID -19 vaccines. 
 
8) Markesan’s Pharma jumps 8%; arm gets UK MHRA nod for Loperamide. 
 
9) GSK says antbody drug Sotrovimab works against Omicron. 
 

10) With UK nod, Merck drug becomes world’s 1st pill for COVID treatment. 
 
11) UK drug regulatory approves COVID antviral drug Molnupiravir. 
 
12) Valneva gains approval from UK regulator to become sixth COVID -19 vaccine. 
 
 
 

 

Companies of MHRAs 

 

1) Copley Scientfic 
 
2) Ziath 
 
3) SGS Health Science 
 
4) NSF 
5) PCI Pharma Services 
 
6) EECO2 
 
7) Hermes Pharma GmbH 
 
8) Inspired Pharma Training 
 
9) Ecolab Life Sciences 
 
10) RentschlerBiopharma SE 
 
11) Asymchem 
 
12) Rephine 
 
13) ARC Pharma. 

 

Artcles related to MHRA: 

 

1) The impact of Brexit on life Sciences 
 
2) UK life sciences are stronger in the EU, says bioindustry Associaton. 
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3) Sustainable pharma packaging breaking down the barriers to adopton. 
 
4) Economics and risks of FDA’S Quality management maturity ratng programme. 
 
5) Using RWE in rare disease drug development s effectve innovatons with historical controls . 
 
6) Localisaton the answer for pharmaceutcal supply chain resilience 
 
7) Driving drug innovatons development in pharmaceutcal capsules. 
 
8) Pharmacovigilance deep dive risk minimisaton measures. 
 
9) Managing the next pandemic the role of nasal vaccine administraton. 
 
10) Personalised culture media solutons support tmely biopharmaceutcal manufacturing. 
 
11) API nitrosamines method sensitvity issues. 
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