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PROSPECTIVE DATA CAPTURING, VITAL IN ANSWERING QUESTIONS ON THE STANDARD-LONG-PROTOCOL VERSUS GNRH-ANTAGONIST- PROTOCOL?
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The German IVF Register (D.I.R.) is an authority that nationwide collects prospective data on fertility treatments. This has led to general discussions on the benefits of prospective data collection in the daily practice. Objective: Primary endpoint of this project is to provide ongoing validated data to support medical decisions in treatment and clinical monitoring. Secondary endpoints are the improvement of clinical processes, quality assurance, creation of electronic records and documents and data analysis. As a test case, clinical outcome after using the standard long protocol for ovarian stimulation was matched with the GnRH-antagonist protocol. Design: The sources are the clinics own treatments and medical outcomes. The data are captured on-line at the time of data-retrieval by each team-member. In order to collect a dataset, big enough to select a representative group like "normal responders" (or any other group within the total collective) all cycles are captured. For the analyses patients aged between 20 and 38 years were selected in so called "normal responders" (defined as r-FSH < 3000 IU r-FSH / cycle). Material and Methods: The validation of the data takes place continuously in 3 steps a: while entering, b: against the logics of the medical process, c: by as many as possible process-outputs like letters and reports. The process-outputs like letters and reports are used as management tools to monitor the data quality. For our patient group the time of observation was between august 1998 to march 2002. All treatments were prospectively captured. Results: The primary endpoint: “ongoing deliverance of validated data to support medical decisions” was achieved (see table). Various secondary endpoints were achieved. The integration of data from different in- and external sources has been realized. Conclusions: A system where all data are captured at the time of data-retrieval (prospective) does enable the medical management to base decisions on more reliable evidence. The increasing amount of infertility treatments, the rapid developing insights into therapeutic processes and new pharmaceutical products make ongoing prospective data registration a vital part of the quality management process. Further ongoing analysis including various factors like lab- development, IVF versus ICSI or time span will be possible when more valid prospective data become available. However the analyzed data show positive indications to support the recommendation of GnRH-antagonists in ART.

Table

	
	Standard long-protocol
	GnRH-antagonist

	N=
	1447
	609

	Age (mean)
	32,1
	32,4

	Ratio IVF / ICSI
	60 % / 40 %
	47 % / 53 %

	
	
	

	# Oocytes / retrieval
	10,5
	  9,5

	MII
	85,5 %
	85,7 %

	OHSS
	  3,2 %
	  1,6 %

	Hospitalization
	0,55 %
	  0,3 %

	Failure of fertilization
	16,1 %
	14,0 %

	# Embryo / transfer
	1,70
	  1,72

	
	
	

	Pregnancy / cycle
	27,3 %
	29,9 %

	Pregnancy / retrieval
	27,5 %
	30,1 %

	Pregnancy / ET
	32,5 %
	34,9 %

	Miscarriages
	17,5%
	13,2%

	
	
	

	BTHR / cycle
	21,4 %
	23,6 %

	BTHR / retrieval
	21,6 %
	23,8 %

	BTHR / ET
	25,5 %
	27,6 %

	
	
	

	Singleton
	79,7 %
	78,4 %

	Twins
	20,3 %
	21,6 %

	Triplets
	      0 %
	     0 %














2









