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WHO TRS 1044, 2022, 
56TH ECSPP Report

1. Annex 1: Guidelines and guidance texts adopted by the Expert 
Committee on Specifications for Pharmaceutical Preparations

2. Annex 2: WHO GMP for sterile pharmaceutical products
3. Annex 3: IAEA/WHO Guideline on GMP for Investigational 

Radiopharmaceutical products
4. Annex 4: WHO Guidelines on technology transfer in 

pharmaceutical manufacturing
5. Annex 5: WHO GMP for medicinal gases
6. Annex 6: WHO Good Practices for R&D facilities of 

pharmaceutical products
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TRS 1044, Annex-6: Good practices for R&D 
facilities of pharmaceutical products
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WHO TRS 1052, 2023, 
57TH ECSPP Report

1. Annex 1: Guidelines and guidance texts adopted by the Expert 
Committee on Specifications for Pharmaceutical Preparations

2. Annex 2: WHO good manufacturing practices for excipients used in 
pharmaceutical products

3. Annex 3: IAEA/WHO good manufacturing practices for in-house 
cold kits for radiopharmaceutical preparations

4. Annex 4: WHO good practices for pharmaceutical quality control 
Laboratories (GPPQCL)

5. Annex 5: WHO/UNFPA female condom generic specification
6. Annex 6: WHO Biowaiver List: proposal to waive in vivo 

bioequivalence requirements for WHO Model List of Essential 
Medicines immediate-release, solid oral dosage forms

7. Annex 7: WHO guideline on Biopharmaceutics Classification 
System-based biowaivers.
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TRS 1052, Annex-2: WHO GMP for excipients 
used in pharmaceutical products
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- This document provides information on GMP that should be
implemented to assist manufacturers to produce and control
excipients used in pharmaceutical products that will meet
their intended specifications, in a consistent manner.

- It is the responsibility of the finished product manufacturer
and of the applicant to ensure that the finished product is
manufactured using excipients of a suitable grade conforming
to its intended use.

- Excipients should be of appropriate quality, as they could
affect the safety, quality, and efficacy of finished
pharmaceutical products.



TRS 1052, Annex-2: WHO GMP for excipients 
used in pharmaceutical products
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The revised WHO GMP for excipients added the 
following contents to provide clear requirements 
such as:
- Introduction and scope
- Quality management (QRM and MR)
- Complaints, recalls, returns
- Self-inspection, quality audits, and supplier 

audits/approval
- Personnel
- Sanitization and hygiene
- Premises, equipment and utilities
- Materials
- Production (rework and reprocessing)
- Qualification and validation
- Quality control 
- Life cycle and continuous improvement principles
- Storage and distribution
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Test for DEG and EG in 
International Pharmacopoeia



High-level overview of the changes in the WHO 
GPPQCL (2010 Versus 2024), TRS 1052, Annex 4
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Potential impact of revised WHO 
TRS 1052, Annex-4, GPPQCL
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Laboratory operations will not be severely hindered in general. 
However, adapting the QMS to meet the new requirements will be 
necessary, and a change control plan will need to be established. 
Also:

– Risk management plans to be updated.

– Measurement uncertainty provisions to be put in place.

– Performance management, communication management, 
and crisis management, if not already in place, should be 
addressed.

– Procedures for handling nonconforming work to be 
established or updated to ensure proper documentation and 
corrective actions.



Current thinking
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Continuous manufacturing: QAS/24.957_WHO Points to consider 
in continuous manufacturing of pharmaceutical products
✓ Introduction (background and scope)
✓ Glossary
✓ Challenges in continuous manufacturing 
✓ Good Practices considerations
✓ Risk management
✓ Control strategy 
✓ Process dynamics 
✓ Computerized systems 
✓ Validation and verification 
✓ Stability testing



Current thinking
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Points-to-consider/Reflection paper on Artificial 

Intelligence in Pharmaceutical Manufacturing

Guideline on the design of QCL

WHO good manufacturing practices for 

pharmaceutical products: Main principles

WHO guidelines for sampling of pharmaceutical 

products and related materials (Annex 4, TRS 929, 

2005)

WHO good practices for pharmaceutical microbiology 

laboratories (Annex 2, WHO Technical Report 

Series 961, 2011)

WHO guidelines for preparing a laboratory 

information file, Annex 13, WHO Technical Report 

Series 961, 2011
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