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Deep dermal injection of non-absorbable gel polymer for HIV-related lipoatrophy clinical audit tool
NICE has recommended that deep dermal injection of non-absorbable gel polymer for HIV-related lipoatrophy should only be used with special arrangements for audit. This means that clinicians undertaking the procedure should audit and review the clinical outcomes of all patients. Audit data should be reviewed at appropriate intervals and practice should be changed if the results suggest the need to do so.  

To help clinicians audit and review clinical outcomes NICE has produced this clinical audit tool, which is for use at local discretion. It contains clinical audit criteria and a data collection form which can be used in its current form or amended to suit local preferences. 
A data collection form should be completed for each patient. Demographic information can be completed if this information is essential to the project.

Patient identifiable information should never be recorded on the data collection form and clinical audit data could be pseudonymised. For example, a secure file containing the audit IDs linked to the patient identifiable items of information could be held in a different location to the clinical audit data. This will enable the data to be linked to the patients again but it will mean that clinical audit data alone will not identify individuals. For further details refer to the Healthcare Quality Improvement Partnership (HQIP) Information governance guide for clinical audit.

To ensure that any valuable insight regarding the consequences of this procedure is shared among clinicians, serious or previously unrecognised patient safety incidents should be documented and information submitted to the National Reporting and Learning System (NRLS).

For further information about clinical audit, clinicians should refer to a clinical audit professional within their own organisation or the HQIP website. 
To ask a question about this clinical audit tool, or to provide feedback to help inform the development of future tools, email auditsupport@nice.org.uk.

Audit criteria for Deep dermal injection of non-absorbable gel polymer for HIV-related lipoatrophy clinical audit
	Criterion 1
	The percentage of people undergoing deep dermal injection of non-absorbable gel polymer for HIV related-lipoatrophy who have had any of the following clinical outcomes:

· restoration of appearance (observer rated)

· volume augmentation
· patient satisfaction

· improved quality of life

· other.

	Exceptions
	None

	Standard
	A standard cannot be set but outcomes from published literature should be considered when reviewing audit data including: 
Restoration of appearance – A cohort study of 32 patients (5 from a pilot study and 27 from a randomised controlled trial comparing immediate against delayed dermal injection of non-absorbable gel polymer [NAGP]) reported significant improvements in scores for median physician and patient-graded facial lipoatrophy severity (−2 [interquartile range −2, −1; p<0.001] and −1 [interquartile range −3, −1; p<0.001]) at 4-year follow-up compared with baseline. 

Volume augmentation – A non-randomised comparative study of 299 patients (130 treated by NAGP injection, 91 by polylactic acid [PLA] injection, 54 by autologous fat transfer only [AFT] and 24 by AFT plus PLA injection) reported a significant augmentation of cheek thickness (right cheek from 4.3±1.9 mm to 9.5 mm p<0.0001, left cheek from 4.4±2 mm to 9.6± 3.1 mm, p<0.0001) from baseline to 48-week follow-up. The case series of 38 patients also reported a statistically highly significant improvement in cheek thickness (measured with ultrasound) from a pretreatment mean of 3.7 mm to 13.3 mm (p<0.0001) at a mean follow-up of 5 years.

Patient satisfaction – The non-randomised comparative study of 299 patients reported significant improvements in facial aesthetic satisfaction (p<0.0001), body image satisfaction (p<0.0001) and depression score (p=0.014) at 48-week follow-up for the NAGP group. Patients were evaluated by visual analogue scale, the Assessment of Body Change and Distress questionnaire and the Beck Depression Inventory scale. 

A case series of 145 patients reported that 89% of patients were ‘satisfied’ or ‘very satisfied’ with the results 4 years after receiving NAGP injections (assessed using a 3 point scale ranging from not satisfied to very satisfied). 

Improved quality of life – The cohort study of 32 patients reported significant improvements in scores for anxiety (p<0.001) and depression (p<0.001) on the Hospital Anxiety Depression scale, the slightly modified Dermatology Quality of Life Survey, (p<0.001) and the mental health domain (p=0.02) of the Medical Outcomes Study-HIV health survey at 4-year follow-up compared with baseline.

	Data items
	See data collection tool, data items 2 to 4, 12 to 16 and 24 to 28

	Definitions
	Patients could be followed up at 1–2 weeks, 4 weeks then every 3–6 months for 2 years.

Quality of life and patient satisfaction could be measured using a visual analogous scale (VAS), the Assessment of Body Change and Distress Questionnaire (ABCD), the Medical Outcomes Study-HIV health survey (MOS-HIV) and/or the slightly modified Dermatology Quality of Life Survey.
Appearance could be measured using the facial lipoatrophy intensity ordinal scale or the Global Aesthetic Improvement scale.

	Criterion 2 
	The percentage of people undergoing deep dermal injection of non-absorbable gel polymer for HIV-related lipoatrophy who have had any of the following adverse events:

· infection or abscess formation

· granuloma formation or indurations

· migration or extrusion of non-absorbable gel polymer 
· irregularity or asymmetric appearance
· bleeding

· other.

	Exceptions
	None

	Standard
	A standard cannot be set but adverse events from published literature should be considered when reviewing audit data including: 

Infection or abscess formation – Infection (confirmed by culture) was reported in 16% (5/32) of patients in the cohort study of 32 patients at 4-year follow-up; the median interval between NAGP injection and occurrence of infection was 2.8 years. An additional 9% (3/32) of patients had possible infection with a median time of occurrence of 3.7 years after treatment. All patients in this study with confirmed infections and 1 patient with possible infection had infections after dental treatment and were treated with antibiotics followed by surgical removal of the NAGP. The other 2 patients with possible infection were treated by antibiotic treatment alone.
Infections occurred in 19% (56/267) of patients in a case series of 267 patients with a median follow-up of 30 months. The median time from first treatment to infection was 32 months. Surgical management with antibiotics was needed for most patients. Prior facial manipulation for dental work or cosmetic surgery near the filler site in the month before infection was the most common factor associated with infection.

Infections after revision procedures for correction of asymmetry were reported in 22% (4/18) of patients in a case series of 18 patients with follow-up of 2 months to 3 years. These occurred near the site of implant and were treated by antibiotics in 3 patients and by surgical removal of NAGP in 1 patient.

Granuloma formation or indurations – Nodules were reported in 25% (8/32) of patients in the cohort study of 32 patients at 4 years. Non-visible nodules and indurations were found in 19% (28/145) and 6% (9/145) of patients respectively in the case series of 145 patients at a mean follow-up of 50 months after NAGP injection (no further details reported). 

Migration or extrusion of NAGP – Migration of the NAGP was reported in 25% (9/36) of patients at 7-year follow-up in a retrospective case series of 69 patients; mean time of onset was 12 months. This was treated by removal of the implant in 22% (8/36) of patients. Intra-oral extrusion of the NAGP through the buccal mucosa of the cheek was reported in 1 patient in the case series of 18 patients at 12-month follow-up. This was removed surgically by stab incisions and curettage.

	Data items
	See data collection tool, data items 9 and 10, 17 to 22 and 29 to 34.

	Definitions
	Adverse event grades

0: No adverse event

I:  Any deviation from the normal postoperative course without the need for pharmacological treatment or surgical, endoscopic and radiological interventions.

II:  Requiring pharmacological treatment with drugs other than such allowed for grade I complications. Blood transfusions and local parenteral nutrition are also included.

III:  Requiring surgical, endoscopic or radiological intervention

IIIa:  Intervention not under general anaesthesia.

IIIb:  Intervention under general anaesthesia.
IV:  Life threatening complication (including CNS complications) requiring IC/ICU-management

IVa:  Single organ dysfunction (including dialysis)

IVb:  Multi organ dysfunction

V:  Death of a patient
For further definition of these grades please visit www.surgicalcomplication.info

	Criterion 3
	The percentage of people undergoing deep dermal injection of non-absorbable gel polymer for HIV-related lipoatrophy who have:
· been told that complications may occur in the short or long term – specifically infection, granuloma formation and migration; the implant may need to be removed; and there are a range of treatment options available.
· received written information explaining that complications may occur in the short or long term – specifically infection, granuloma formation and migration; the implant may need to be removed; and there are a range of treatment options available.

· given written consent to treatment.

	Exceptions
	If the patient is unable to understand information and/or give consent to treatment.

	Standard
	100%

	Data items
	See data collection tool, data items 6 to 8.

	Definitions
	NICE recommends its Information for the public. This document is written to help patients who have been offered this procedure (and their families or carers) to decide whether to agree to it or not.


Data collection form for Deep dermal injection of non-absorbable gel polymer for HIV-related lipoatrophy clinical audit
	Audit ID:
	Sex:
	Age:
	Ethnicity:


The audit ID should be an anonymous code. Patient identifiable information should never be recorded.
	Data item
	Data 
	Tick/complete box as indicated

	Date of procedure and baseline data 

	1
	Date of procedure
	Date:

	2
	Observer rating of appearance
	Grade:

	3
	Cheek thickness
	mm:

	4
	Quality of life 
	Measure(s) used and score:



	5
	Gel used
	Type:

	Consent 

	6
	Has the patient been told that:
	
	
	
	

	
	· complications may occur in the short or long term – specifically infection, granuloma formation and migration
	Yes
	
	No
	

	
	· the implant may need to be removed
	Yes
	
	No
	

	
	· there are a range of treatment options available?
	Yes
	
	No
	

	7
	Has the patient received written information explaining that:
	
	
	
	

	
	· complications may occur in the short or long term – specifically infection, granuloma formation and migration
	Yes
	
	No
	

	
	· the implant may need to be removed
	Yes
	
	No
	

	
	· there are a range of treatment options available?
	Yes
	
	No
	

	8
	Has the patient given written consent to treatment?
	Yes
	
	No
	

	Adverse events – intraprocedural 

	9
	Bleeding
	Adverse event grade:

	10
	Other adverse event
	Detail:

	Clinical outcomes – up to 30 days 

	11
	Date of follow-up
	Date:

	12
	Improved observer rating of appearance
	Yes
	
	No
	

	
	
	Grade:

	13
	Volume augmentation
	Yes
	
	No
	

	
	
	mm:

	14
	Patient satisfaction
	Measure(s) used and score:



	15
	Improved quality of life
	Yes
	
	No
	

	
	
	Measure(s) used and score:


	16
	Other clinical outcome
	Detail:

	Adverse events – up to 30 days 

	17
	Infection or abscess formation
	Adverse event grade:

	18
	Granuloma formation or indurations
	Adverse event grade:

	19
	Migration or extrusion of non-absorbable gel polymer 
	Adverse event grade:

	20
	Irregularity or asymmetric appearance
	Adverse event grade:

	21 
	Bleeding
	Adverse event grade:

	22
	Other adverse event
	Adverse event grade:

	
	
	Detail:

	Clinical outcomes – all subsequent follow-up (copy section as needed)

	23
	Date of follow-up
	Date:

	24
	Improved observer rating of appearance
	Yes
	
	No
	

	
	
	Grade:

	25
	Volume augmentation
	Yes
	
	No
	

	
	
	mm:

	26
	Patient satisfaction
	Measure(s) used and score:



	27
	Improved quality of life
	Yes
	
	No
	

	
	
	Measure(s) used and score:



	28
	Other clinical outcome
	Detail:

	Adverse events – all subsequent follow-up (copy section as needed)

	29
	Infection or abscess formation
	Adverse event grade:

	30
	Granuloma formation or indurations
	Adverse event grade:

	31
	Migration or extrusion of non-absorbable gel polymer 
	Adverse event grade:

	32
	Irregularity or asymmetric appearance
	Adverse event grade:

	33 
	Bleeding
	Adverse event grade:

	34
	Other adverse event
	Adverse event grade:

	
	
	Detail:


Adverse event grades

0:
No adverse event

I:
Any deviation from the normal postoperative course without the need for pharmacological treatment or surgical, endoscopic and radiological interventions.

II:
Requiring pharmacological treatment with drugs other than such allowed for grade I complications.  Blood transfusions and local parenteral nutrition are also included.

III:
Requiring surgical, endoscopic or radiological intervention

IIIa:
Intervention not under general anaesthesia.

IIIb:
Intervention under general anaesthesia

IV:
Life threatening complication (including CNS complications) requiring IC/ICU-management

IVa:
Single organ dysfunction (including dialysis)

IVb:
Multi organ dysfunction

V:
Death of a patient
For further definition of these grades please visit www.surgicalcomplication.info
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