Study Title: National Congenital CMV Registry

Date: 27/03/07 (Version 1.1)

Letter requesting information from Paediatricians



Dear Dr………………………..…                                                  Date:……………….

Short study title: National Congenital CMV Registry
Study title: A National Registry of Babies, Infants and Children Under 5 Treated for Congenital Cytomegalovirus (CMV) Infection.

The parent/guardian of your patient …………..………………..…….has given their consent for him/her to be entered into this study. 

This is a surveillance study of babies, infants and children receiving treatment for congenital CMV.  Information will be entered regarding the above child’s symptoms, treatment and blood test results onto a web-based database.  

To ensure accurate data collection I would be grateful if you could complete the attached form relating to information that we may not have access to in our clinical notes.  If you have already entered this baby’s details onto the registry please can you let us know so that data is not duplicated.   

Once the form is completed please return to Dr S. Luck, Dept of Virology, Royal Free Hospital, Rowland Hill Street, Hampstead, London, NW3 2PF.

A copy of the Patient Information Leaflet is enclosed for your perusal.  Should you have any further questions relating to your patient’s participation in this study, please contact myself or Dr Sue Luck: email sluck@doctors.org.uk or tel 0208 7253922.  

Yours sincerely

Dr ………………….

Data from paediatricians for children with congenital CMV.  

Child’s name: ___________________________
Date of birth:_________________

Referring hospital: _______________________

Date of completion: _______________________

CLINICAL DETAILS

Gestation (completed wks)___________


Birth wt (g)__________   Wt cent _____
OFC (cm)_________    OFC cent _____

MICROBIOLOGICAL DIAGNOSIS

Specimen diagnosis made on 

Blood / urine / saliva / NPA / serology / Guthrie

Post natal age taken (days)    

_______________________________

CMV viral load on diagnosis? 
Whole Blood / Plasma/ Urine / Not done / Other

CMV viral load value (if done) 
___________ copies/ml      



SYMPTOMS & SIGNS

(see Appendix 1 for details)



SYMPTOMS

YES
NO
N/K
Date Onset  Date Resolutn    DETAILS

Symptoms at birth?
⁯
⁯
⁯
Neurological

⁯
⁯
⁯

Hepatitis

⁯
⁯
⁯

Hepato- 

&/or spleno-megaly
⁯
⁯
⁯

Pneumonitis

⁯
⁯
⁯

Haematological 
⁯
⁯
⁯

Chorioretinitis

⁯
⁯
⁯

IUGR
(<0.4th cent)
⁯
⁯
⁯

Skin (petechiae/purpura)⁯
⁯
⁯

Bowel disease

⁯
⁯
⁯

ANTENATAL PERIOD

Was CMV diagnosed in mother antenatally?

YES ⁯

NO ⁯

Gestation diagnosed (completed wks)
___________________________

Mother treated antenatally? 



YES ⁯

NO ⁯

If yes  (please circle)

IVIG / HIG / ACICLOVIR / Other (specify) _________

Gestation treated




___________________________

BABY




Indication for treatment 
CNS symptoms / other symptoms / high viral load / other (please specify)

…………………………………………………………

Antiviral treatment received

	
	Ganciclovir
	Valganciclovir
	Foscarnet
	Other (specify)

	Date started
	
	
	
	

	Date finished
	
	
	
	

	Dose (mg/kg/dose)
	
	
	
	

	Dose freq.
	
	
	
	

	Route 
	
	
	
	


Dose adjustment during treatment (please note it is particularly important to fill in any changes if drug levels have been taken or serial viral loads done so that we can accurately draw conclusions from the data). Please continue on a separate page if more dose adjustments were made than space allows.

	Drug
	Date
	Dose change 
	Drug
	Date
	Dose change

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


 SIDE EFFECTS 
(See Appendix 2 for Definitions)
	Date
	Event
	Dose of drug (mg/kg/day)
	Action taken

i.e. stopped, decreased, 
	Date resolved
	Renal imp?

Yes/ No

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Was treatment stopped earlier than planned?

Yes / No

If yes was this due to:-  difficult IV access / Side effects / other factors (please state) ____________________________________________________________________

  DRUG LEVELS (if available)
	Date
	Level
	Pre- or Post- dose (if post timing)
	Renal imp at time of level? Yes/ No

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Evidence of resistance?  
YES
 ⁯
NO
⁯ 

If yes enclose details ____________________________________________________
VIRAL LOAD (If available)

Please continue on a separate page if more viral load results than space allows.

	Date
	Level

Copies/ml
	Specimen type

(whole blood /plasma/urine)
	Date
	Level

Copies/ml
	Specimen type

(whole blood /plasma/urine)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


OUTCOME

Duration as in-patient

____________________________________

Follow-up planned?

YES
 ⁯
NO
⁯


If yes when


 _______________

Thank you very much for your help in collecting this important data.

If you require any further information regarding this study please go to www.ecci.ac.uk or contact Dr S. Luck (Clinical Research Fellow): email sluck@doctors.org.uk or Tel 0208 725 3922.

Please return these forms to Dr S Luck, Dept Virology, Royal Free Hospital, Rowland Hill Street, Hampstead, London, NW3 2PF.

APPENDIX 1
Symptom definition

Neurological symptoms:-

Microcephaly, 

Seizures, 

Abnormal neuroimaging consistent with CMV (intracranial calcification, ventriculomegaly, abnormal periventricular hyperechogenicity, hyperechogenicity of lenticulostriatal vessels)

Abnormal CSF indices

Abnormal tone

Poor suck

Other symptoms: -
Thrombocytopenia - 
≤ 100 x109/L  (100 000/mm3)

Neutropenia

≤0.5 x109 cells/L  (≤ 500cells/mm3)

ALT  


>100 IU/L

Abnormal renal function – raised creatinine above reference range (see below), decreased urine output (see below), decreased creatinine clearance.

Hepatomegaly or splenomegaly, measured 4cm below costal margin.

APPENDIX 2

Side effects

Thrombocytopenia  
≤ 100 x109 cells/L    or decrease >50% from baseline

Neutropenia      ≤0.5 x109 cells/L    (≤ 500cells/mm3)  or decrease >50% from baseline

Seizures

Renal impairment see below

Gastrointestinal disturbance

Hepatic impairment 
AST >540 IU/L (10X Upper limit normal) and increasing after treatment initiated.




ALT >150 IU/L and increasing after treatment initiated.

Renal impairment

Defined as serum creatinine 

7 days old: 

>2.5 mg/dL    = > 200 umol/L

7–60 days old: 
>1.5 mg/dL    =  > 130 umol/L

61–90 days old:
>1.2 mg/dL    =  >  105 umol/L

Urine output decreased (<1ml/kg/hr for > 24hrs)

Creatinine clearance < 50% for age.
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