
 

Issued by the Standards Unit, Microbiology Services, PHE                                   Page: 1 of 7   
RUC | V 44 | Issue no: 1 | Issue date: 09.04.15   

© Crown copyright 2015 

 
 
 
 

UK Standards for Microbiology Investigations  
 

Review of Users’ Comments received by 
Working Group for Microbiology Standards in Clinical 
Virology/Serology 

 

V 44 Syphilis Serology 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Recommendations are listed as ACCEPT/ PARTIAL ACCEPT/DEFER/ NONE or PENDING  

 



 

RUC | V 44 | Issue no: 1 | Issue date: 09.04.15 Page: 2 of 7 
UK Standards for Microbiology Investigations | Issued by the Standards Unit, Public Health England  

1st Consultation: 25/03/2013 – 15/04/2013 
Version of document consulted on: V 44dj+ 
PROPOSAL FOR CHANGES 

Comment Number 1  

Date Received 26/3/2013 Lab Name Sunderland 

Section page 9: TPLA from Roche is listed as acceptable test for 
screening 

Comment 

The only TPLA I know of is the Mediace TPLA (Treponema Pallidum Latex 
Agglutination) by Sekisui used on Roche platforms. The chosen screening test is meant 
to be able to detect both IgM (to detect early infections) and IgG antibodies: although I 
have asked Roche I have never received a reply to confirm this test detects IgM 
antibodies. Secondly, the test chosen for screening must have sensitivity equivalent to 
EIAs or CLIAs: the only publication I am aware of which has looked at this terst 
sensitivity is a Japanese report (only the abstract is in English) published in Japanese 
Journal of Clinical Pathology.  59(2):115-20, 2011 Feb. This appears to suggest that in a 
study of 346 samples 8 TPLA false-negatives were identified. 

Evidence 

If there are data showing that the TPLA test detects IgM antibodies and has equivalent 
sensitivity to EIAs in seroconversion panels or when used in settings (eg GUM clinic) 
where early seroconversion can be a problem, can these data be shared and added to 
the references? It seems to me in this format the National Standards sanctions the use 
of a test for which there is no adequate supportive information. 

Recommended 
Action 

NONE 
The working group is of the opinion that this test needs to be 
included at this time.

 

Comment Number 2  

Date Received 26/3/2013 Lab Name Royal Infirmary of 
Edinburgh 

Section  

Comment 

The abbreviation TPLA is used but not explained. I don't know what it means. I found 
several possibilities on Google but none seem relevant. Please provide an explanation 
for TPLA. (There are several other abbreviations used that probably should be explained 
too, but I for one knew what they all meant). 

Evidence 

http://acronyms.thefreedictionary.com/TPLA 
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Recommended 
Action 

ACCEPT 
A table of abbreviations will be added. 

 

Comment Number 3  

Date Received 25/4/2013 Lab Name Sexually 
Transmitted 
Bacteria 
Reference Unit, 
Public Health 
England 

Section Various 

Comment 

For the report comments table on page 9/10 
a. Comment G: there is no indication in the comment that the profile could be non-

specific cross reactivity.  
b. Comment G: High Risk Patients- possibility of early infection? 
c. Comment G: a note for consideration - often the laboratory do not get an 

indication of the level of risk (high risk or low risk) the patient has. 
d. Comment I: the start of the comment should not start with 'no serological 

evidence…'. This may be read in a rush (or copied and pasted into lims system 
wrong) and interpreted as negative. 

e. Comment I: with this profile an early infection cannot be excluded. 
Early congenital flow chart: 

f. has the PCR been validated against these specimen types. 
g. Overall, there is no suggestion regarding under what circumstances the sample is 

sent to the referral lab (as described in previous version of the national SOP). 
h. CSF testing algorithm would be useful. 

Recommended 
Action 

a. ACCEPT 
Document amended. 

b. NONE  
What is in the document is sufficient at this time. 

c. ACCEPT  
Amend document. 

d. ACCEPT 
e. ACCEPT 
f. NONE  

Covered in the footnote.  
g. ACCEPT  
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Note inserted regarding when to refer to the reference 
laboratory. 

h. NONE  
Still a rare condition. Will consider again at the next 
review. 

 

2nd Consultation: 27/06/2013 – 05/09/2013 
Version of document consulted on: V 44dr+ 
PROPOSAL FOR CHANGES 

Comment Number 1  

Date Received 21/08/2013 Lab Name Edinburgh 

Section Report Comments for Treponemal Serology 

Comment 

It is remarkably hard to write out all options, BUT for options f and k, the suggested 
comment has the caveat if specific reactivity confirmed... What if it isn't confirmed? We 
do use immunoblot in these circumstances but we find it is often negative or 
indeterminate. My personal bias is that a repeat sample is more useful to assess 
whether the serology has evolved. Is there any good evidence of the utility of 
immunoblot in these circumstances? If not could the option to request a repeat sample in 
these circumstances be included please? 

Recommended 
Action 

ACCEPT 
UK SMI amended. 

 

Comment Number 2  

Date Received 29/08/2013 Lab Name STBRL 

Section a. Page 11 and throughout 
b. Page 12: Flowchart 
c. Page 12: Flowchart 
d. Page 12 
e. Page 13 
f. Page 14 (i) 
g. Page 16 comment (g) 
h. Page 17 (h) 
i. Page 19: Footnote 1 
j. Page 19: Footnote 3 
k. Page 20 
l. Page 22 
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m. Page 24 (e) 
n. Page 25 (g) 

Comment 

a. TPLA should be removed as this is not a screening test as described in the 
manufacturer's instructions and recent problems as reported to MHRA. 

b. It is not clear whether the TPPA and RPR should both be done or just one of 
them as they are shown at the same level – the table of comments only shows 
comments for sera tested by all three tests (EIA/TPPA and RPR). 

c. There is no indication when it would be appropriate to send a sample to a 
reference centre. 

d. TPLA should be removed as a screening test and also on Page 13 (b). 
e. The BASHH standards are currently under review and it is hoped to bring the 

turnaround times together. It is planned to change the standard to 5 days for non-
referred samples and 10 days for referred samples, at present. These should be 
finalised in the next month or so. 

f. Does the last sentence mean that IgM is a reference test and that reference labs 
should test without charge? If so this should be stated clearly. 

g. If the EIA remains positive it may be misleading to report No serological evidence 
of treponemal infection and then say EIA reactivity not confirmed probably non-
specific. It may also not be true it could be an early treponemal infection and 
these cases do occur albeit very infrequently. 

h. In a similar manner to previous comment if the RPR is positive it is misleading to 
report No evidence of treponemal antibody and may not be true if a very early 
case. 

i. There is no guidance on when referral for confirmation or for clarification of a 
discrepant test is recommended. 

j. Some guidance on how to define a low reactive would be helpful such as limits 
?+/- 10%. 

k. Neurosyphilis: Is it advisable to have a matched serum sample to compare titres 
and is there a need to take and test the CSF if the serum is negative. 

l. The flowchart doesn't indicate a need for the mother's serum but the report 
comments need knowledge of the results from the mother. Would it be useful to 
request a sample from the mother and put this in the flowchart. 

m. Is it reliable to do treponemal PCR on blood STBRU have not found a robust 
method for extracting DNA from blood for this purpose and so if it is available a 
reference would be useful for guidance. 

n. Is there evidence that babies need to be screened for 18 months our 
understanding is 12 months and testing at newborn, 3, 6 and 12 months. 

Recommended 
Action 

a. ACCEPT  
This has been taken out of the Treponemal Serology 
Algorithm and a footnote added explaining why. 

b. NONE  
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Standard flowchart approach taken. 
c. ACCEPT  

A sentence has been inserted to cover this area. 
d. ACCEPT 

This amendment has been made. 
e. ACCEPT  

The section referring to BASSH will be updated once the 
new guidelines have been published. 

f. NONE  
We are not in a position to comment on who charges and 
when. 

g. NONE  
This report comes from set guidelines used for antenatal 
screening and a follow up sample is requested. 

h. ACCEPT  
This sentence has been softened. 

i. ACCEPT 
This distinction has now been made. 

j. NONE  
This should be assessed at a local level. 

k. ACCEPT  
This recommendation has been inserted in to the 
document. 

l. ACCEPT  
This point is now covered in the document. 

m. NONE  
A suitable method will be referenced. 

n. NONE  
If still positive at 12 months then further testing is 
required. 

 

Comment Number 3  

Date Received 05/09/2013 Lab Name Cardiff virology 

Section Report comments-both general and congenital 

Comment 

a. We wondered whether it would be worthwhile to suggest testing in parallel with 
previous serology if available. These interpretation comments are very difficult 
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even if you have the full history and treatment details.  
b. a - If you have tested in parallel with a previous sample and have a 4x rise in titre, 

then even though the RPR may be <16, this could be consistent with 
recent/active infection (if the first sample was only eg 2 weeks earlier)or if there 
was a seroconversion  

c. In the congenital syphilis report comments f. We would state that the antibody is 
probably maternal but would then suggest repeat (as you advise). We do not 
state there is no serological evidence of congenital syphilis.  

d. g. We are concerned that if RPR titre >4 times of mother, even with negative 
ELISA and TPPA, you are stating there is no serological evidence of congenital 
syphilis. We would be concerned regarding the actual testing and would repeat 
the RPR and also get a further sample as the result is extremely unusual. 

Financial Barriers 

No. 

Recommended 
Action 

a. ACCEPT  
Testing in parallel is best but not always possible for all 
laboratories. 

b. ACCEPT  
This amendment has been made. 

c. ACCEPT  
This amendment has been made. 

d. ACCEPT  
This amendment has been made. 

 
RESPONDENTS INDICATING THEY WERE HAPPY WITH THE CONTENTS OF 
THE DOCUMENT 

Overall number of comments: 3 

Date Received 11/04/2013 Lab Name Virology, 
Aberdeen Royal 
Infirmary 

Date Received 12/04/2013 Lab Name Shrewsbury and 
Telford NHS 
Trust 

Date Received 21/08/2013 Lab Name Dundee 
 


